MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
11.01.2019 Ne 81
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

MEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIYHUX MPEMAPATIB), AKI

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

11.01.2019 Ne 81

Ne Ha3ssa snikapcbko20 Popma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamvys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjitiHo2o
yrnakoska) NnocBi04YeHHs1
1. AKIH3EO™ Kancynu tBepai, 300 XenciHH LLIBeiiuapis XenciHH bipekc IpnaHgis peecTpauis Ha 5 poki 3a He
mr/0,5 mr, 1 kancyna Xenckea CA dapmacbioTikan3 peyenmom nidnsieae UA/17170/01/01
B 6nictepi, no 1 nrtp MepioAnYHICTb NOAAHHS PerynsapHo
6nictepy B OHOB/IOBAHOrO 3BITY 3 6e3neku
KapTOHHI KOpOoOLii BiANoBiAHO A0 MNopaaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHM
34,0p0B’A YKpaiHu Big 27 rpygHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLi YKpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepaxuii Hakasy MiHicTepcTBa OXOPOHU
3[,0pOB’s YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHnMn y
nepiognMYHOCTI NOAAHHSA PerynsapHuX
3BITiB 3 6e3nekn
2. IdOCHAMIA pO34uH ANs iHgy3ild, Amakca Benuka BTOPWHHE HimeuyunHa peecTpauia Ha 5 pokiB 3a He UA/17162/01/01
AMAKCA 40 mr/mn, no 25 mn Papma NT[, BpuTaHis nakyBaHHs, peyenmom nionsizae
abo 50 mny KOHTPO/b MepiognyHICTb NOAAHHS PerynsipHo
dhnakoHi; no 1 cepii/aKocTi, BUMNyCK OHOBJ/tOBAHOIO 3BITY 3 6e3neku
hnakoHy y cepii: BiNOBIAHO A0 MOPSAAKY 34iNCHEHHS
KapTOHHIli KopoobLi Cragachapm M'vM6X, thapmakoHarnagy, 3aTBepKeHoro
HimeyunHa,; Haka3zoMm MiHicTepcTBa OXOPOHU
BUPOBHMLTBO 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
po3uuHy bulk, poky Ne 898, 3apeecTpoBaHuii B
nepBrHHE Ta MiHicTepcTsi tocTuuil Ykpainm 19
BTOPUHHE rpyfHs 2016 poky 3a Ne 1649/29779 (y
nakyBaHHs, pepakuii Hakasy MiHicTepcTBa 0XOpPOHM
KOHTPO/b 370p0B’sA YKpaiHu Bif 26 BepecHs 2016
cepii/akocTi: poky Ne 996), cTaHOBMTb: 3rigHO 3i
TumoopraH CTPOKaMW, 3a3Ha4YeHNMN y
dapmaljie MvbX, nepioguYHOCTI NOAAHHSA PerynsapHUX
HimeuunHa 3BITiB 3 6e3nekn
3. | NIBAPON necapii no 400 wmr, TOB YkpaiHa TOB "®APMEKC YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17172/01/01
no 5 necapiis y "®APMEKC reyn" MepioAnYHICTb NOAAHHS PErynsapHo peyenma
6nicTepi; no 1 abo 2 reymn" OHOB/IHOBAHOrO 3BITY 3 6e3neku




Ne HasBa snikapcbko20 ®dopma sunycKy 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsio4YeHHs1
6nictepu y kopobui BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuLi Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
37,0pOB’s YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMN y
nepiognMYHOCTI NOAAHHSA PerynsapHuX
3BITiB 3 6e3neKu.
4, HICTATUH NOpOLLOK C.K. PymyHis C.K. AHTIBIOTIHE PymyHis peecTpadist Ha 5 pokis - He UA/17199/01/01
(cybeTaHuis) ans AHTIBIOTIYE C.A. nionsizae
dhapmaLieBTU4YHOro C.A.
3aCTOCYBaHHA Y
noABINHNX
nonieTnIeHoBUX
nakeTax
5. | MAHKPEATUH amopdHuWin nopowok | ToBapucTBO 3 YkpaiHa CuuyaHb biocvH Kutaii peecTpauis Ha 5 pokis - He UA/17163/01/01
(cybeTaHuisn) y obmexeHo dapmacbtoTikan Ko., niossieae
[OBOLLAPOBUX BignoBigasIbHI nTa.
nonieTneHoBmX cTIO
naketax gns "®apmaueBTn
hapmMaLeBTUUYHOTO YHa KOMMaHis
3acToCyBaHHsA "3p0pos'a”
6. CANIUMNOBA NopOoLLOK TOB "UcTok- Ykpaina Xebeii LI3iHbe Kutaii peecTpauisf Ha 5 pokis - He UA/17164/01/01
KUCNOTA (cybeTaHuis) y Mnioc” Megikan nionsizae
noslieTuIeHoBMX TexHonogxwu Kopn.,
MilKax ans NTA., Koactan lMNMopt
hapmaLeBTUYHOro PapmacbloTikan
3aCTOCYBaHHSA BpaHy
7. | TPUOCUN® TabneTku, BKpUTI MPAT Ykpaina MPAT "®ITO®PAPM" Ykpaina peecTpauist Ha 5 pokis 6e3 niosnsieae
060/10HKOI0; Mo 10 "®PITODAPM" peyenma

Tabnetok y 6nictepi,
no 3, 5 a6o 10
6nicTepiB y nauui

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iMCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyfHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHM
370p0B’sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifgHO 3i
CTPOKaMW, 3a3Ha4YEHNMU Y




HasBa snikapcbko20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

nepioANYHOCTI NOAAHHS PErYNSIPHUX
3BiTIB 3 6e3neku

UA/17166/01/01

D/TIOKCEN®D 400

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 400
mr in bulk Ne 500
(10x50) y 6nictepax

MCH
NabopaTtopic
rer. /114,

IHais

MCH Jla6opaTtopic
MpaisiT MimiTeq

IHais

peecTpauist Ha 5 pokis

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuui Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepaxuii Hakasy MiHicTepcTBa OXOPOHU
3[,0p0B’s YKpaiHu Big 26 BepecHsl 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTPOKaMM, 3a3Ha4YeHNMN Y
nepiognMYHOCTI NOAAHHS PErynsapHuX
3BITiB 3 6e3neKu.

3a

He
nidnsieae

He

UA/17167/01/01

®NTIOKCEN® 400

TabneTtku, BKPUTI
NAiBKOBOO
o60n0oHkoto, no 400
Mmr Ne5 (5x1), Ne7
(7x1), Ne15 (5x3)

MCH
NabopaTtopic
Mer. 114,

IHais

MCH Jla6opaTtopic
MpaisiT NimiTeq

IHais

peecTpaList Ha 5 pokis

MepiognyHiCTL NoAaHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
hapmakoHarnagy, 3atsepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepaxuii Hakasy MiHiCTepcTBa OXOPOHU
370p0B’sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHumu y
nepiognMYHOCTI NOAAHHSA PerynspHuX
3BITIB 3 6e3neKku.

peyenmom

nidnsieae

UA/17168/01/01

10.

POCPOMILUMH

rpaHynu ans
0opasibHOro PO34NHY
no3rycauwe, nol
calle y Kopoouli

TOB
"ACTPAGAP
M"

YKpaiHa

TOB "ACTPA®APM"

YKpaiHa

peecTpauisf Ha 5 pokis

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIAHO A0 MOpsAAKY 34iMCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyfHs 2016 poky 3a Ne 1649/29779 (y

pefakuii Hakasy MiHicTepcTBa OXOPOHU

3a
peuyenmom

He
nionsieae




Ne HasBa snikapcbko20 ®dopma sunycKy 3asaBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsio4YeHHs1
340poB’sA YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTPOKaMW, 3a3Ha4YEHNMU Y
nepioAnNYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3nekm
11. | ®TA31A4 1000 MI MOPOLLIOK A5 Oxoa Imnekc IHAaiA HiTiH NavidcaeHce3 IHAain peecTpauis Ha 5 pokis 3a He UA/17156/01/01
peyenmom nionsizae

NPUroTyBaHHA
po34nHy Ans
iH'ekuji, no 1000 mr
y CKNsiHOMY hn1akoHi,
no 1 chnakony y
KapTOHHI Kopobui

nra.

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
pisnbHOCTI lenapTaMeHTy BNpoBagXeHHs pedopm

T.M. JIacKOBCbKUM




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
11.01.2019 Ne 81

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONTONYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa snikapcbko20 dopma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo20
ynakoska) nocBi04Y€eHHs1
1. AABAHTAH® Kpem 0,1 %; no 5 r a6o Baiiep Al HimeuunHa Baiiep Xenckep ITania MepepeecTpauia Ha 6e3 nionsieae UA/0784/01/01
15 ry T1y6i; no 1 Ty6i B MaHyhakTypiHr HeobMeXeHuiA TepMiH. 3MiHK peyenma
KapTOHHIlA KopoobLi C.P.N.

ek3emMa); crnpaBxHs (ICTUHHA)
eK3ema; MPOCTUIN KOHTaKTHWI

| TMny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. 3miHm y
TepaneBTUYHUX NOKa3aHHAX
(BMNyYeHHst TepaneBTUYHOIO
nokasaHHs1) 3MiHW BHECEHO
00 IHCTPYKLUiT ANA MeguyHoro
3aCTOCYBaHHSA NikapCbKoro
3acoby [0 po3giny
"Moka3zaHHsA" (6yno:
ATOniYHWI fepmaTnuT
(HelpogepmiT, eHaoreHHa
ek3ema); cnpaBXHs (icTUHHA)
eK3eMa; NPOCTUIA KOHTaKTHWA
AepmaTuT Ta anepriyHuii
KOHTaKTHUIA fepmaTuT;
AVCTiAPOTUYHA ek3eMa,
onTaYa eksema, cebopeiinnia
aepmatuT (Ta ekzema), y
TOMY UMCNi Ha BOIOCUCTIl
LiNsHLi TON10BU; HYMY/ISipHa
ek3eMa, jlepMarosm
BOJIOCUCTOI Ai/ISIHKA FON0BU
3anasibHOro Xapakrepy, Lo
CYNpOBOXYHTbCS
ceepbexem; ctano:
ATONiYHMIA fepmaTut
(HeWipofepMiT, eHAoreHHa

ZepMatuT Ta anepriyHuii
KOHTaKTHUIA aepmarurT;
JVCTiapoTMYHA eK3ema,

OnTAYa ek3emMa) BignosigHo
[0 KOPOTKOT XapakTepuUCTUKK

NiKkapcbKoro 3acoby. 3miHum Il




8

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

A3NBIOT®

TMny - 3MiHM LWOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHun y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3

SKOCTI, LOKTiIHIYHUMMU,
KNiHIYHUMW faHMK Ta
JaHumMm 3 hapMakoHarnsgy -
3MiHW BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acTOCyBaHHS NikapcbKoro
3acoby A0 posainis

"®apmakonorivHi

B/1acTMBOCTI",
"MpoTunokasaHHsa",
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepios
BariTHoCTi abo rofyBaHHsA
rpypato”, "MepenosysaHHsa",
"Mo6iyHi peakuir™, "4iTn"
BiAMNOBIAHO A0 MaTepianis
peecTpavuiiHoro JocChbeE.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

[0 MNopaaky 3aiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm

MiHicTepcTBa 0XOpOHU

300pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
PEerynisipHMX 3BiTiB 3 6e3neKkn

nocsio4YeHHs

TabneTku, BKPUTI

NNiBKOBOK 060/I0HKOHD,

KPKA, a.4., Hoso
MECTO

CnoBeHisa

KPKA, a.4., Hoso

mecTo, C/10BEHiS;

CnoseHis/
MonbLa

MepepeecTpallis Ha

HEOOMEXEHWI TePMiH. 3MiHK

3a

He

UA/13452/01/01

peyenmom

niosnsieae



9

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
KPKA Monbuwa Cn. | Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta

no 500 mr, no 3
Tabnetkn y 6nictepi; no
1 6nicTepy B KapTOHHii
Kopobui

3 0.0, MNMonbLa

thapmakoHarnagy. 3MiHun y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHux/ribpuaHunx/éionos
i6HUX NiKapcbknx 3acobis
nicns BHeCEeHHs Tiel camoi
3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHA XOOHWX HOBUX
[0[4aTKOBUX AaHuX) - 3MiHK
BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby [0
po3sginis “lMokasaHHA",
"®apmakonorivHi
B/1acTmMBoCTi",
"MpoTunokasaHHsa",
"MepepnosyBaHHa", "MoGiyHI
peaxuii”, "Oco6mBocCTi
3acToCyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHA Ta fo3n”,
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHLWIi BUAn B3aemogiin"
BiANoBIAHO A0 iHdhopMaLii
pedyepeHTHOro Nikapcbkoro
3acoby (ZITHROMAX).

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIIOBAHOTO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om

MiHicTepcTBa 0XOpOHU

300pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne

1649/29779 (y pepakuiji




10

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Haka3y MiHicTepcTBa

OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne

996), CTaHOBUTL: 3rigHO 3i

CTpoKamu, 3a3Ha4yeHnMn y

nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
3. AKTUDEPUH Kancynu m’siki, no 10 patiochapm M6X HimeuyunHa Bupo6HuK, skuii HimeyuunHa MepepeecTpauin Ha 3a He UA/9254/03/01
kancyn y 6nictepi; no 2 Bignosigae 3a HEOOMEXEHN TePMiH. 3MiHK peyenmom nionsizae
6nicTepu y kopobui BMPOGHMLTBO | Tuny - 3miHn Wwoao
Hepo3dghacoBaHOl 6e3nekun/edekTBHOCTI Ta
npoaykKujii: thapmakoHarnagy. 3miHa y
KaraneHt KOPOTKili XapakTepucTuui

HimeyunHa niKapcbKoro 3acoby, TekcTi
E6epbax Mm6X, MapKyBaHHS Ta iHCTPYKUii ans
HimeuunHa; MeAMNYHOro 3aCTOCYBaHHA Ha

Mepkne 'vbX, nigcTasi perynsipHo
HimeuunHa

(@inbHUUSA, Aka
Bignosigae 3a
nepBUHHY Ta
BTOPUHHY
yNaKkoBKy;
AiNbHULSA, SKa
BignoBigae 3a
[103BiN Ha BUMNYCK
cepii)

OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a60o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHNX BigNOBIAHO A0
nnaaHy negiatpuuHnux
pocnigpkenb (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO [0
IHCTPYKLUiT A8 Mefu4HOoro
3aCTOCYBaHHS NMikapCbKOro
3acoby [0 po3ginis:
"®apMakonorivHi
BNACTMBOCTI" (YTOYHEHHS),
"B3aemogijs 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oc061MBOCTi 3aCTOCYBaHHS
Ta gosun”, "Cnocio
3acTocyBaHHsa Ta go3n"
(YyTOYHEHHS),
"Mepepo3yBaHHA" LWOA0
6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby
Bi4NoBigHO A0 mMaTepianis
peecTpawinHOro AoCbe. 3MiHN
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
dhapmakoHarnsgy. BeegeHts
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

ab0 3MiHN [0 y3araslbHEHNX
[JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHNX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BigNoBiAa/IbHOI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asABHUKa 419 3AICHEHHA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapmakoHarnsgy
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremu
hapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
thapmMakoHarnag: giroya
pepakuis - Dr. Hedva
Voliovitch MD, PhD, MBA,
nponoHoBaHa pegakuis - Orit
Stern-Maman. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
HOMepa Ta agpecu (Micuga
36epiraHHs) macTep-gaiina.
3MiHa Micusa 34iiCHEeHHS
OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsagy.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big, 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHu
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

BPOHXOCTOMN®
PO341H

PO34MH OpasibHWiA NO
150 mn 'y dpnakoHi; no 1
pNakoHy y KapTOHHIN
KOpOo6Li 3 MipHUM
CTakaH4yMKoM

KBizga ®apma
M6X

ABCTpIs

KBizga ®apma
M6X

ABcTpist

MepepeecTpadis Ha
HEOOMEXEHUI TepMiH. 3MiHK
| TMny - 3MiHKM Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapcbKoro
3acoby B nicrsipeecTpayinHuia
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 JOC/IAXEHb,
npoBefeHnX BifNoBiAHO A0
nnaxy negiatpuyuHnx
pocnimpkeHs (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO A0 [HCTpyKU,i
Ana MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby a0 posgainy
"®apMaKonorivHi
BNacTMBOCTI" (YTOUHEHHS
iHhopmawii),
"MpoTunokasaHHsa",
"B3aemogijs 3 iHWMMK
nikapcbkMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oco6MBOCTI 3acTOCyBaHHS",
"Cnocib 3acTocyBaHHsA Ta
[031" (YTOYHEHHS
iHchopmawii),
"Mepeno3yBaHHA", BigNOBIAHO
[0 OHOBJIEHOI iHhopMaLii 3

6e3
peyenma

nionsieae

UA/13470/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3nekun gjtyoi Ta
[OOMOMiXXHNX PEYOBUH
nikapcbKoro 3acoby
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHU
3[0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

BYNIBAKAIH
rPIHOEKC

PO34nH A8 iH'eKUin, 5
mr/mn no 10 mn B
amnyni; no 5 amnyn B
YapyHKOBIli ynakoBLyj; no
1 yapyHKOBIli ynakoBL, B
KapTOHHIlA KopooLi

AT "I'piHgekc"

Narsis

NOBHUIA LKA
BMPOGHMLITBA,
BK/TIOHA0YM
nepBUHHY Ta
BTOPUHHY
yNaKoBKy,
KOHTPOb cepii:
XBM ®apma
c.p.o.,
CrnoBayuuHa;
BUPOGHUK, KNI
Bignosigae 3a
BWMNYCK Cepil,
BK/TIOHA0UM
KOHTPO/b
cepii/sunpobysaH
HA:

AT "T'piHgekc",
Natsis

CnosauuynHa/
NatBis

MepepeecTpavis Ha 5 poki..
3MiHu | TMRNY - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

hapmakoHarnsgy. BeegeHHs

ab0 3MiHM [0 y3arasibHeHNX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M,
BignoBiga/IbHOI 3a
3[iACHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKa 419 34ICHEHHA
thapmakoHarnagy B YkpaiHi,
SIKLO BOHA BiAMiHHA Bif
YNOBHOBAaXEHOI 0CcobY,
BiANOBIA&/IbHOI 3a
3pjicHeHHs hapmakoHarnsgy

(BK/KOHAKOYM KOHTaKTHI AaHi)

Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnsgy) Aioouva
pegakuis: MisHmkai lpuHa

3a
peyerimom

He
nionsieae

UA/7269/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

CrenaHiBHa. MNponoHoBaHa
pefakuis: €kimosa IpvHa
BitaniiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu B
YKpaiHi Ans 34iiCHEHHS
thapmakoHarnagy. 3minu |
TMny - 3MiHM LWOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a60o pocnigxeHb 3 6e3nekn
3aCcTOCyBaHHS NMikapCbKoro
3acoby B nic/isipeecTpayinHuii
nepiog, abo Ak pesynbrat
OLLiHKM 3BITY 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiaTpuyHnux
pocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby fo po3ginis "Cnoci6
3acTocyBaHHA Ta f03n"
(yTouHeHHs iHdopMaLir),
"Mo6iuHI peakw,i”,
"Mepepo3yBaHHA",
"3acTocyBaHHSA y nepios
BariTHoCTi abo rofyBaHHsA
rpyAAr0" (YTOUHEHHS
iHchopmawii), "OcobnmsocTi
3acTocyBaHHs", "3aaTHicTb
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHcnopTom abo
IHWVMK MexaHi3mamn',
"B3aemopis 3 iHLWMMK
nikapcbkMun 3acobamu abo
iHLWIi BUAn B3aemogiin"
Bi4NOBIAHO 0 OHOBNEHOT
iHcpopmauii 3 6e3neku gjtoyoi
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Homep

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

peecmpayitiHo2o
nocsioYeHHs

pevyoBUHN.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU

340pOoB’sA YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne

996), CTaHOBUTL: 3rigHO 3i

CTpoKamu, 3a3HauyeHnMn y

nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

BArIUMH-340POB'A

KpeM BariHafibHWi1 2%
no 20 ry Ty6i; no 1 Ty6i
pasom 3 3 annikaropamu
BariHa/lbHYMK Yy
KapTOHHIV Kopoobui

ToBapucTBO 3
obmexeHoro
BigNoBiAa/IbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0pos'a”

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHW TepPMiH.
3MiHM Wwozao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiaTpuuHnux
pocnigxens (PIP) (3Miny
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHV BHECEHO A0 IHCTPYKL,i
y po3ainu "®apmakonorivHi
B/1acTmMBoCTi",

"MpoTunokasaHHsa",

3a
peyenmom

He
nidnseae

UA/1712/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

"B3aemogis 3 iHWMMK
nikapcbkMun 3acobamu Ta
iHWi BUAW B3aemogiin"”,
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepios
BariTHocTi abo rofyBaHHsA
rpyaar”, "3aartHicte
BNIMBATY Ha LUBUAKICTb
peakLjii npu KepyBaHHi
aBTOTpaHcnopTom abo
iHWKMKY MexaHismamu', "Oitn"
(6yno: npenapar He
3acTocoBYyBaTun AiTAM BiKOM
80 12 pokig; cTasio: 6esneka
Ta e(PeKTUBHICTb
3aCTOCyBaHHA npenapaty y
neAjaTpuyHili NpakTuui He
BCTaHOBJ/IEHI),
"MepepnosyBaHHa", "MobGiyHi
peakuii" BignosigHo Ao
OHOB/IEHOI iHdopMaLiii 3
6e3neku Ajtoyoi peHOBUHN.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

BIPOPIB®

kancynu no 200 wmr, no
10 kancyn y 6nictepi; no
10 6nictepiB y
KapTOHHIA ynakoBLj; no
10 kancyn y cTpuvni; no
10 cTpuniB y KQpPTOHHIi

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM
DPAPM"

YkpaiHa

nepepeecTpauis Ha
HeoOMeXeHW TepMiH

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTY 3 6€3neKu BiANOBIAHO

3a
peyenmom

He
nionsieae

UA/9527/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

yrakoBLi

0o Mopsagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om
MiHicTepcTBa 0XOpOHHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3Mneku.

FEAEPVH MA3b

Masb 1o 20 ry 6aHui; no
1 6aHui B nayui

TOB "OKN
"®GapmaueBTnyHa
habpuka"

Ykpaina

TOB "OKM
"®apmaueBTnyHa
habpuka"

YkpaiHa

MepepeecTpauis Ha 5 pokis

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO

o MNopaaky 3aiicHeHHs

thapmakoHarnsaay,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/11790/01/01

rnoay HACTOMKA

HacTolika, no 25 mn abo
100 mn 'y cpnakoHi, no 1
chnakoHy B nauuj; no 25
mn abo 100 mny
thnakoHax; no 100 mn y
6aHKax

NAT
"Ximthapm3zasoz
"YepsoHa 3ipka"

YKpaiHa

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

YkpaiHa

MepepeecTpadis Ha
HeobMexeHui TepMiH.
3MiHM Wozo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeZMYHOIO 3aCTOCYBaHHSA Ha

6e3
peuyenma

nionsiecae

UA/8383/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

10.

nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 JOC/iXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaaxy negiatpuyHnux
pocnipkeHs (PIP) (3mMiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO [0 IHCTPYKLIT
Ana MeAnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby 4o po3ainis
"OcobnuBocCTi
3acTocyBaHHs","Cnoci6
3acTocyBaHHA Ta Ao3n”
(yTouHeHHs iHchopmauii)
BiANOBIAHO A0 OHOB/MEHOT
iHchopmawii 3 6e3neku
3acToCcyBaHHSA Ajtoyol
PEYOoBUHM.
MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

JNEBITYM -
CAHOBE/b

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO,

no 100 mr, no 7

CaHosersb Ingy
CaHai Be
Tuopkapet A.LLL

TypeuunHa

CaHoBenb Inau
CaHali Be
Tumxapet A.LL.

TypeyunHa

MepepeecTpauis 5 pokis
3MiHM Wwoao
6e3nekn/eddeKTNBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/12668/01/03
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

Tabnetok y 6nictepi, no
4 6nicTepun y KapTOHHIl
KopoobLi

thapmakoHarnsgy. BeefeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0Co6H,
BignoBigabHOI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34IACHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BignoBiAa/IbHOI 3a
3pjificHeHHst hapmakoHarnsgy
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnagy) - fliroua
pefakuisi: KoHtakTtHa ocoba,
BignoBigasibHa 3a
thapmakoHarnag B Ykpaini -4-
p Ani Taxa. NponoHoBaHa
pepakuis: KoHTakTHa ocoba,
BiAnoBiganbHa 3a
thapmakoHarnsg, B Ykpaini -
BiTkoBCbka TeTsHa
BitaniiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0coou 3
chapmakoHarnsgy.
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[IMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iXEHb,
npoBefieHnX BifnoBiaAHO A0
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

nnaxy negiatpuuHnux
pocnipkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
y po3ginu "rpoTunokasaHHs"
"B3aemogis 3 iHWMMK
nikapcbkMun 3acobamu Ta
iHWi BUAW B3aemogiin"”,
"Oco6MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepios
BariTHocTi abo rofyBaHHsA
rpyaa”, "Oitn" (yTOUHEeHHs
iHhopmawii),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
OHOBNEHOI iHhopMaLi 3
6e3nekun Ajtoyol pevOBUHM.

1

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BigNOBIAHO

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

300pOB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3siTiB 3 6e3neku.

11.

JNEBITYM -
CAHOBE/b

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 25 wr, no 7 TabneTok
y 6nicTepi, no 4
6nicTepy y KapTOHHiIl
Kopobu,i

CaHosersb Ingy
CaHai Be
Tupxapet A.LL.

TypeuunHa

CaHoBenb Inau
CaHali Be
Tumxapet A.LL.

TypeyunHa

MepepeecTpauis 5 pokis
3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHux npo
cuctemy papmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/12668/01/01




21

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHa YNOBHOB&XEHOI 0Co6H,
BignoBiganbHOI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
3pjificHeHHst hapmakoHarnsgy
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemu
thapmakoHarnagy) - fliroua
pefakuisi: KoHtakTtHa ocoba,
BignoBigasibHa 3a
thapmakoHarnag B Ykpaini -4-
p Ani Taxa. NponoHoBaHa
pepakuis: KoHTakTHa ocoba,
BiAnoBiganbHa 3a
thapmakoHarnsg, B Ykpaini -
BiTkoBCbka TeTsHa
BitaniiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0coou 3
chapmakoHarnsgy.
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[IMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 JOC/iXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaaxy negiatpuyHnux
pocnipkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
y po3ginu "rpoTunokasaHHsa",
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

"B3aemogis 3 iHWMMK
nikapcbkMun 3acobamu Ta
iHWi BUAW B3aemogiin"”,
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepios
BariTHocTi abo rofyBaHHsA
rpyaa”, "Oitn" (yTOUHEeHHs
iHhopmawii),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
OHOBNEHOI iHthopMaLi 3
6e3nekun Ajtoyol pevoBUHH.

MepioAnyHICTb NOAAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakasom

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

12.

JNEBITYM -
CAHOBE/b

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 50 wmr, no 7 TabneTok
y 6nicTepi, no 4
6nicTepy y KapTOHHiIl
Kopobu,i

CaHosersb Ingy
CaHai Be
Tupxapet A.LL.

TypeuunHa

CaHoBenb Inau
CaHali Be
Tumxapet A.LL.

TypeyunHa

MepepeecTpauis 5 pokis
3MiHM Wwoao
6e3nekn/edekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[JaHnx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BignoBiganbHOI 3a
34iiCHEeHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHVKa ANs 3AiCHEHHS

3a
peyenmom

He
nionsieae

UA/12668/01/02
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
thapmakoHarnagy B YkpaiHi,

SAKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BignoBiga/IbHOI 3a
3pificHeHHst hapmakoHarnsgy
(BK/IHOYAOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemu
thapmakoHarnagy) - fliroua
pefakuisi: KoHtaktHa ocoba,
BignoBigasibHa 3a
thapmakoHarnag B Ykpaini -4-
p Ani Taxa. NponoHoBaHa
pepakuis: KoHTakTHa ocoba,
BiAnoBiganbHa 3a
thapmakoHarnsg, B Ykpaini -
BiTkoBCbka TeTsHa
BitaniiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0coou 3
chapmakoHarnsgy.
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIT Ansa
Me[IMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 JOC/iXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaaxy negiatpuyHnux
pocnipkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
y po3ginu "rpoTunokasaHHsa",
"B3aemogis 3 iHWMMK
nikapcbkMun 3acobamu Ta
iHWi B1AW B3aemogiin",
"Oco6MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepios

BariTHoCTi abo rogyBaHHs
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

rpyaa”, "Oitn" (yTOUHEeHHs
iHhopmawii),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
OHOBNEHOI iHhopMaLi 3
6e3nekun Ajtoyol pevoBUHH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om
MiHicTepcTBa OXOpPOHU

300pOoB’A YKpaiuu Big, 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

13.

AEKCA/TIH®

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 25 mr no 10 Tabnetok
y 6nicTepi; no 1 a6o no
3, abo no 5 6nictepiB y
KapTOHHI Kopobui

MeHapiHi
IHTepHeLloHan
OnepeiiLoHc
Mokcembypr C.A.

NMokcembypr

Brpo6HMLTBO in
bulk, nakyBaHHs,
KOHTPONb Ta
BWMYCK Cepii:
Nab6opaTopioc
MeHapiHi C.A.,
IcnaHis;
Bupo6bHMLTBO in
bulk, nakyBaHHs
Ta BUNycK cepil:
A. MeHapiHi
MaHyhakTypiHr
JloricTikc eHg,
Cepsicec C.p.J1,,
ITanis;
KoHTpornb cepii:
Jomne
dapmaueyTiui
C.n.A,, Itanis

Icnanis/
ITanisa

nepepeecTpauis Ha
HEeobMeXeHWi TepMiH
3MiHM Wwozo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3
AKOCTI, LOKMIHIYHUMMU,
KMIHIYHUMW AaHMu Ta
JaHumMm 3 hapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLUIT
Ana MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby a0 posgainis
"®apMakonorivHi
BNacTVBOCTI",
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMu

3a
peyenmom

He
nionsieae

UA/9258/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbknMn 3acobamu Ta
iHWI BMAW B3aemopiin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aartHicte
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPaHCNoOpTOM abo poboTi
3 iHLWIKMKU MexaHi3mamm",
"Cnocib 3acTocyBaHHs Ta
fosn", "Oitn" (YyTOYHEeHHA
dhopmy oBaHHS),
"MepeposyBaHHA", "M06IYHI
peakuji" BianoBigHO A0
marepianis peecTpauiiHoro
[0CbE.
MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO
[0 MNopaaky 3aiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0XOpOHU
300pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

14.

ECLIVIH

nopoLUoK (cybeTaHuis) y
6aHkax ans
BMPOGHULITBA
HecTepuIbHNUX
nikapcbknx gopm

MAT "Tanuudapm”

YKpaiHa

MAT "Tanuudapm”

YKpaiHa

nepepeecTpawisi Ha
HeobMeXeHWn TepMiH

He
nionseae

UA/13700/01/01

15.

30/IEAPOHOBA
KACNOTA-
DAPMEKC

KOHLleHTparT Ans
PO34uHYy A5 iHy3il,
0,8mr/Mnno5mny
hnakoHi; no 1 dpnakoHy
Y KOHTYpHIli YapyHKOBIli
ynakosui; no 1

TOB "®APMEKC
reyn

YKpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

MepepeecTpadis Ha
HEO0OMEXEHWI TePMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuui

3a
peyenmom

He
nionsieae

UA/13545/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

KOHTYPHIll YapyHKOBIi
ynakoBLji B nayi
KapTOHHiiA

NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[IMYHOro 3aCTOCYBaHHA Ha

nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbtart

OL|iHKM 3BITY 3 AOC/IXEHb,

npoBefeHnxX BifnoBiAHO A0

nnaaxy negiatpuyHnux
pocnipkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT
Ana MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3gainis "Cnoci6
3acToCyBaHHA Ta f03n”
(yTo4YHeHHs iHdhopmawii),
"Oco61BOCTI 3aCTOCyBaHHA",
"B3aemogis 3 iHWmMu
nikapcbkrMu 3acobamu abo
iHWi BMAW B3aemopiin”

BiANOBIAHO [0 OHOBMEHOT

iHchopmawii 3 6e3neku gjtoyoi
PeYOoBWHM.

MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neKku BiANOBILHO

0o Mopaaky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om

MiHicTepcTBa 0XOpOHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumu y
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
nepiogMYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
16. SO0/IMITPUNTAH nopoLUoK (cybcTaHuUis) y MAT "®apmak” Ykpaina MNIBA XOPBATIA Xopsaris nepepeecTtpauisi Ha - He UA/13435/01/01
naketax b6araToLapoBux nTp, HeoOMeXeHW TepMiH nionsizae
AN BUPOGHMLTBA
HecTepuIbHUX
niKapcbknx doopm
17. KCANOMNTUK KOMBI Kpanni O4Hi, po3ynH, No dapmaLeBTUYHNIA Monbwa Bupo6bHMuTBO Kopes/ MepepeecTpauia Ha 3a He UA/13411/01/01
2,5 My donakoHi 3 3aBof, N3, nepBrHHE MonbLa HeobMeXeHW TepMiH. peyenmom nionsizae
KpanenbHuLeto; no 1 nakyBaHHS, 3MiHu woao

a60 no 3 dp1akoHu 3
KpanenbHULE B
KapTOHHIlA KopoobLi

"Monbchapma” C.
A.

KOHTPO/b AKOCTI:
TaexyH ®APM.
Ko. ita., Kopes;
BTopuHHe
nakyBaHHs,
KOHTPO/Ib AAKOCTI
N3 T1a sBunyck
cepii:
dapmaleBTUYHNI
3aB0/,
«Monbapma» C.
A., Monba

6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XapakTepucTuui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a60o pocnifxeHb 3 6e3nekn
3acTOCyBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyjinHunii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTY 3 AOC/iKEHb,
npoBeeHnX BignoBigHoO A0
nnaHy negiatpuuHnux
pocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLT
AN MegnyHoro
3aCcTOCyBaHHS NiKapcbKoro
3acoby y po3ginu:
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogiit”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHs Ta fo3n’,
"Mo6iyHi peakuii" BigNoBigHO
[,0 OHOBJEHOI iHGhopMaLii 3
6e3nekun 4ito4oi pevOBUHN.
MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IKOBAHOTO
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3BiTy 3 6e3neku BiANOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPKEHOro Hakasom
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

18.

NEBO®/TIOKCALVH

pO34nH ANna iHdysiii no 5
mr/mn no 100 mny
chnakoHi; no 1 donakoHy
y nauuii 3 kKapToHy

M. BioTek /lTa

Benuka
BpuTaHis

NT. HOBENN
OAPMACBIOTIKA
NN NABOPATOPI3

IHOOHe3IA

MepepeecTpauis Ha 5 pokiB.
3MiHM Wwoao
6e3nekn/edekTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHmx/6ionog,
iBHMX NikapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHWNX HOBUX
[0[aTKOBUX AaHuX) - 3MiHK
BHECEHO A0 iHCTPYKLji y
po3zin "MokasaHHsA"
(3aTBeppxeHo: JlikyBaHHS
6akTepiasibHNX 3anasibHNX
npoLieciB y [OPOCNUX,
CMPUYNHEHNX GaKTepisiMu,
YyTIMBUMU [0
neBoch/IOKCaLMHY: 3ananeHHs
nerexis, ycknagHeHi iHbekuii
CevyoBUBIAHMX LWAAXIB (Y TOMY
yucni nienoHedpuTm),
iHdhekuiT WKipyn Ta M’aKknx
TKaHVIH, XPOHi4HUIA
6akTepianibHWii NpoCcTaTUT.
3anponoHoBaHo: JlechcaH,

3a
peyenmom

He
nionsieae

UA/12860/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
PO34uH ANs iHdy3il

npu3HadYeHnii AN nikyBaHHs
HaCTYMHUX iH(DEKLiAHNX
3axBOPIOBaHb Y OPOC/NX: -
HerocniTasibHa NHEBMOHIS; -
ycKnagHeHi iHdpekuil Lwkipn Ta
M’SIKMX TKaHWH; (CTOCOBHO
BULLEBKA3aHNX iIHPEKLLAHNX
3axBOpPIOBaHb
neBodpriokcaumH crig,
npusHayaTn nuwe y
BUNajkax HefoCTaTHLOI
eheKTNBHOCTI iHLLINX
aHTubakTepiasibHUX
nikapcbKknx 3acobis, sk
nepeBaxHO 3aCTOCOBYIOTb
[N NOYaTKOBOTO NiKyBaHHS
OaHuX iHdpekuin); -
nienoHedpuT Ta ycknagHeHi
iHgbeKUiT cevoBMBIAHNX
LUNSAXIB; - XPOHIYHUIA
GakTepiasibHUIA NpoCcTaTuT; -
nereHesa gpopmMa cubipcbKoi
BUPa3KU: NOCTKOHTAKTHA
npodpinakTvka Ta pagvkanbHe
nikyBaHHsA. Cnig, BpaxoByBaTtu
odpiLliiHi pekomeHaaw,i Woao
Hau1eXHOro BUKOPUCTAHHS
aHTUbaKTepiasibHMX 3acobiB.)
a Takox y posginu:
"®apmakonorivHi
B/1acTmMBoCTi",
"MpoTunokasaHHsa",
"Oco61umBi 3axoamn
6e3nekn”,"B3aemogis 3
IHLLIMMKW NiKaPCbKUMKN
3aco6amu Ta iHWi BUan
B3aemogiit", "OcobmBoCTi
3aCcToCyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHA Ta fo3n”,
"MepeposyBaHHA", "M0GIYHI
peakui" 3rigHo 3
iHhopmauieto woao
MeAMYHOro 3acToCyBaHHA

pedyepEeHTHOro NiKapcbKoro
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n/n

3acoby

HasBa snikapcbko20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

19.

NE®CAH

3acoby Tavanic,po3uunH gns
iHpy3iii (He 3apeecTpoBaHuii
B YKpaiHi)

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

20.

NE®CAH

pO34nH ANna iHdysiii no 5

mr/mn; in bulk: no 50
chnakoHiB y nauui 3
KapToHY

M. BioTek /lTa

Benuka
BpuTaHis

NT. HOBENN
OAPMACBIOTIKA
NN NABOPATOPI3

IHOOHe3IA

MepepeecTpauis Ha 5 pokiB.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiANOBIAHO

0o MNopsaaky 34iCHEHHsA

dhapmakoHarnsagy,
3aTBEPAKEHOIO HakasoMm

MiHicTepcTBa 0XOpOHYU

300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHunii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/12568/01/01

PO34uH AN iHgysili no 5
mr/mn no 100 mny

M. BioTek /T4

Benvka
BpuTtaHis

MT. HOBE/N

PAPMACBLIOTIKA

IHOOHe3IA

MepepeecTpavis Ha 5 poki..

3MiHM Wwoao

3a

He

UA/12567/01/01

peyenmom

niossieae
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
N1 NABOPATOPI3 6e3nekn/edeKTBHOCTI Ta

thnakoHi, no 1 donakoHy
y nauj 3 KapToHy

hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeAMYHOro 3aCTOCYBaHHS
reHepunyHuX/ribpuagHux/6ionog,
iBHMX NiKapcbKUx 3acobiB
nicns BHeceHHs Tiel camol
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHNUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHU
BHECEHO [0 IHCTPYKLIT Y
po3zin "MokasaHHsA"
(3aTBEpAKEHO: JlikyBaHHS
bakTepiasibHUX 3ananbHNX
npoLeciB y OPOCMX,
CNPUYMHEHNX BakTepisamu,
4yTIMBUMU [0
neBodoKcaLUMHy: 3anasieHHs
NereHiB, yckagHeHi iHdpekuii
CeYOBUBIAHUX LWNAXIB (Y TOMY
yucni nienoHepuTn),
iHdhekwiT WKipyn Ta M’aKkux
TKaHWH, XPOHIYHUIA
6akTepianbHWiA NpocTaTuT.
3anponoHoBaHo: Jledhca,
PO34unH ANs iHgysil
npu3HaYeHnii AN NikyBaHHsS
HaCTYMHUX iHpEKLinHNX
3aXBOPIOBaHb Y AOPOCANX: -
HerocnitTasibHa NHEBMOHIS; -
ycKnagHeHi iHdekuil Lwkipn Ta
M’SIKMX TKaHWH; (CTOCOBHO
BULLLEBKA3aHUX IHCDEKLLIAHUX
3axBOPIOBaHb
nesodyIoKcaumH cnig,
npusHayaTu nuwe y
BUNajkax HefoCTaTHbOI
eeKTUBHOCTI iHLLNX
aHTubaKTepiasbHNX
nikapcbKknx 3acobis, Sk
nepeBaXHO 3aCTOCOBYIOTb
[N NOYaTKOBOTO /iKyBaHHS
OaHnX iHdpekuin); -
nienoHepuT Ta ycknaaHeHi

iHhekLii cevyoBUBIgHMX
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
LUISAXIB; - XPOHIYHWIA
6akTepiasibHUiA NpocTaTuT; -
nereHesa gpopmMa cubipcLKOT
BUPA3KN: NOCTKOHTaKTHA

npodinakTvka Ta pagukanibHe
nikyeaHHA. Cnig, BpaxosyBaTu
odpivifiHi pekoMmeHaauii woao
HaNeXHOro BUKOPUCTaHHS
aHTnbakKTepiasibHMX 3ac06iB)
a TakoX y po3ginu:
"®apMaKonorivHi
BNacTUBOCTI",
"MpoTunokasaHHsa",
"Oco6numBi 3axoau
6e3nekn”,"B3aemogis 3
IHLLIMMW NiKapCbKUMKN
3acobamu Ta iHWi BUAK
B3aemogiit", "OcobmMBOCTi
3aCToCyBaHHSA",
"3acTocyBaHHSA y nepios
BariTHoCTi abo rofyBaHHsA
rpyaar”, "Cnocié
3acTocyBaHHs Ta o3u”,
"Mepeno3yBaHHA", "M06IYHI
peakuii" 3rigHo 3
iH(hopMmauieto woao
Me[MYHOro 3aCTOCyBaHHS
pedhepeHTHOro /likapCbKoro

B YKpaiHi).
MepioAnYHICTb NOAAHHS
o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,

MiHicTepcTBa 0XOpOHU

3apeecTpoBaHuii B

perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

3aTBepXXeHoro Hakasom

3acoby Tavanic, po3unH ans
iHcpy3iii (He 3apeecTpoBaHwii

340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu

Bif 26 BepecHs 2016 poky Ne
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

21.

MAAJIOKC®

cycneHsis opanbHa Nel:
no 250 mn y dpnakoHi; no
1 dpiakoHy B KapTOHHii
Kopobui

TOB "CaHodi-
ABEHTIC YKpaiHa"

YKpaiHa

EiA. HatTepmaHH
eHpg Caiii. TM6X,
HimeuumnHa;
CaHodpi C.n.A,
ITanis

Himeuunna/
ITanisa

MepepeecTpaLis Ha
HEoOMeXeHW TEPMIH.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO

o MNopaaky 34iicHeHHs

thapmakoHarnsaay,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

340pOoB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/9220/01/01

22,

MOJCIKOP

TabneTku no 4 mr no 30
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIl
Kopobui

NMPOPAPMA
IHTEpHeLHN
TpeguHr fMiviteq

MasnibTa

dapmaleBTUYHNI
3aBof,
"MONb®APMA"
C.A.

Monba

MepepeecTpauis TepmMiHOM Ha
5 pokiB. 3MiHu | TUNY - 3MiHK
oo 6esnekn/edhekTMBHOCTI
Ta thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIiT Ansa
MeAMYHOro 3acTOCYBaHHSA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapcbKoro
3aco6y B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrart
OL|iHKM 3BITY 3 JOC/iXEHb,
npoBeAeHWX BifgnoBigHO A0
nnaHy negjiatpuyuHnx
pocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVM OpraHom)

3a
peyenmom

He
nionsieae

UA/6905/01/02
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHM BHECEHO [0 IHCTPYKLUl
y po3ginu "rpoTunokasaHHsa",
"B3aemogis 3 iHWmMu
nikapcbknMn 3acobamu Ta
iHWi BMAW B3aemopiin”
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gjtoyoi
PeYOoBWHM.

MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neKku BiANOBILHO

0o Mopagky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm

MiHicTepcTBa 0XOpoHHU

3[0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

23.

MO/CIKOP

Tabnetkun no 2 mr no 30
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHiIl
Kopobu,i

NPO®APMA
IHTEpHeLHN
TpeiauHr fiviten

ManbTa

dapmaueBTUYHU
3aB0/,
"MONb®APMA"
C.A.

Monbwa

MepepeecTpauis TepmMiHOM Ha
5 pokiB. 3MiHu | TURY - 3MiHK
oo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsagy. 3miHa y
KOPOTKIili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHnii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiatpuuHnux
pocnigxeHb (PIP) (3MiHy

3a
peyerimom

He
nionsieae

UA/6905/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHM OpraHom)
3MiHW BHECEHO A0 IHCTPYKL,i
y po3ainu "MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHLWIi BUAn B3aemogiin"
BiANOBIAHO 0 OHOBNEHOT
iHchopmawii 3 6e3neku gjtoyoi
peyoBUHN.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU

340pOB’sA YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

24.

HITPOINILEPUH

Tabnetky cybniHrBasibHI
no 0,5 mr, no 40
Tabnetok y 6aHkax

TOB HB®
«MIKPOXIM»

YKpaiHa

TOB HB®
«MIKPOXIM»

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHWn TepMiH
3MiHM Wwozao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrat
OLIiHKM 3BIiTY 3 AOC/iKEHD,

6e3
peuyenma

He
nionseae

UA/0129/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

npoBefeHnX BigNOBIAHO A0
nnaHy negiatpuyHnux
pocnigxens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby A0 posainis
"MpoTunokasaHHsa",
"Oco611BOCTI 3acTOCyBaHHA",
"Mo6iyHi peakuii"BignoBigHO
[0 OHOBJEHOT iHChopMaL,i 3
6e3neky 3acTocyBaHHsA
AitoYoT Ta JONOMDKHUX
PEYOBVH.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

[0 MNopaaky 3aiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm

MiHicTepcTBa 0XOpOHU

300pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

25.

MIAPOH

TabneTku, BKPUTI
060/10HKO0, No 500 wmr;
no 10 Tabnetok y
6nictepi, no 1 a6o no 2
6nicTepy B KAPTOHHIi
yMakoBLi

TOB "KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

MepepeecTpalis Ha
HeoOMEeXeHU TepMiH. 3MiHK
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3

6e3
peuyenma

nionsieae

UA/9270/01/01
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HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

6e3nekun nikapcbkoro 3acooy,
a60o pocnigxeHb 3 6e3nekn
3acTOCyBaHHS NMikapCbKOro

3acoby B nic/isipeecTpayinHuii

nepiog, abo Ak pesynbrart
OLLiHKM 3BITY 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiaTpuyHnux
pocnigkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i
y po3ainu "®apmakonorivHi
B/1acTmMBoCTi",
"MpoTunokasaHHsa",

"Oco6MBOCTI 3aCTOCYBaHHS",

"3acTocyBaHHSA y nepios
BariTHoCTi abo rofyBaHHsA
rpyaar”, "Cnocio
3acTocyBaHHA Ta Ao3n”
(yTouHeHHs iHdhopmaii),
"fitn" (6yno: He
pekomeHAy€eTbCA
3acTOCOBYBATH [iTAM BIKOM
[0 6 pokis; ctasio: He
pekomeHAy€eTbCA
3acTOCOBYBATU [iTAM BIKOM
o 10 pokis),
"MepeposyBaHHA", "M0GIYHI
peakui" BiAnoBigHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku Ajtoyoi pevOBUHN.

MepiognyHICTb NOAaHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopsaaky 34iCHeHHS

thapmakoHarnsgy,
3aTBEPIAKEHOIO Haka3oM

MiHicTepcTBa 0XOpoHHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B

MiHicTepcTBi tocTULi YKpaiHu

19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB’A YKpaiHu




38

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
26. | NNECTA30N Tabnetku no 50 mr, no AT "KMIBCbKIN YkpaiHa AT "KMIBCbKNW YkpaiHa MepepeecTpalis Ha 3a He UA/13437/01/01
10 TabneTok B 6nicTepi; BITAMIHHNIA BITAMIHHWIA HEeobMeXeHW TepMiH. peyenmom nionsizae
no 3 abo 6 6nictepis y 3ABOA" 3ABOA" 3MiHM Wwoao

nauuj

6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepunyHux/ribpuaHux/6ionog,
iBHMX NiKapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedpepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHWNX HOBUX
[0[aTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy
po3zin "MokasaHHsA"
3aTBepaxeHo: "Ana
36i/IbLIEHHA MakCUMasIbHOT
6e360nicHOI AncTaHLji
X046V y nauieHTis 3
NnepemiKHO KynbraBiCTio, AKi
He MaTb 60Neit y cTaHi
CMOKOIO Ta 03HaK HEKPO3y
neputhepuyHNX TKaHWH
(3axBoOptoBaHHA
nepudepuyHNX apTepiin,
ctagis Il 3a ®oHTeliHOM)";
3anpornoHosaHo: "Ana
36iNbLUEHHS MaKCUMasIbHOT
6e360nicHOI AncTaHL,i
X0Ab6M y nauieHTiB 3
nepemiKHO KynbrasiCTio, AKi
He MatoTb 6oneit y cTaHi
CMOKOI0 Ta 03HaK HEKPO3Y
nepugepuyHnX TKaHuH
(3axBOpIOBaHHSA
nepudepuyHNX apTepii,
ctagia |l 3a ®oHTeiHOMm).
3acTocoByBaTy AK Teparito
Apyroi NiHii Ana nayieHTis, y
AKX 3MiHA CTUJIH0 XUTTSA
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

(BKNtOYAOUM BiAMOBY Bif,
KYPIHHSA Ta KOHTPO/1bOBaHi
nporpamu 3aHsATb CrIOPTOM)
Ta iHLWI BignoBigHi 3axoaun He
npv3Benu Ao 3Ha4HOro
nocsiabeHHss CUMMNTOMIB
nepeMixXHOT KynbraBocTi".
3MiHV BHeceHi A0 iHCTpyKLi y
po3ginu: "MpoTunokasaHHs",
"Cnoci6 3acTocyBaHHS Ta
no3n", "Tob6iuHi peakwyji" -
BiANOBIAHO A0 iHdopMmaLii
pedhepeHTHOro /likapCbKoro
3acoby Pletal 50 mg tablets.

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopsagky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om

MiHicTepcTBa 0XOpOHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

27.

NNECTAS30N

Tabnetkv no 100 mr, no
10 TabneTok B 6nicTepi;
no 3 abo 6 6nictepis y
nauuj

AT "KI/I'I'BCbKI(‘II/I
BITAMIHHUI
3ABO"

YkpaiHa

AT "KI/ITBCbKICII/I
BITAMIHHN
3ABOA"

YKpaina

MepepeecTpauia Ha
HeobMeXeHW TepMiH.
3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepunyHux/ribpuaHux/6ionog,
iBHMX NikapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedpepeHTHui

3a
peyerimom

He
nionsieae

UA/13438/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
npenapar (3miHa He noTpebye
HafaHHA XOAHWX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy

po3ain "MokasaHHA"
3aTBepaxeHo: "Ana
36i/IbLIEHHA MaKCUMasIbHOT
6e360nicHOI AncTaHL,i
X0Ab6U Y nauieHTis 3
NepemiKHO Ky/brasiCTio, AKi
He MaTb 6oneit y cTaHi
CMOKOIO Ta 03HaK HEeKpo3y
neputhepuyHNX TKaHWH
(3axBoptoBaHHA
nepudepryHmX apTepi,
ctagis Il 3a ®oHTeliHOM)";
3anpornoHosaHo: "na
36iNbLUEHHA MaKCUMasIbHOT
6e360nicHOI AncTaHLi
X0Ab6W y nauieHTiB 3
nepemiKHO KyNbrasiCTio, AKi
He MatoTb 6oneit y cTaHi
CMOKOI0 Ta 03HaK HEKPO3Y
nepugepuyHNX TKaHuH
(3axBOpIOBaHHA
nepudepuyHNX apTepii,
cTagis Il 3a PoHTeliHOM).
3acTocoByBaTy K Teparito
Apyroi NiHii Ana nayieHTis, y
AKUX 3MiHA CTUJII0 XUTTA
(BkNtOYAOUM BiAMOBY Bif,
KYPIHHSA Ta KOHTPO/1bOBaHI
nporpamu 3aHsATb CrIOPTOM)
Ta iHLWI BignoBigHi 3axoan He
npv3Benu Ao 3Ha4HOro
nocsiabeHHss CUMMNTOMIB
nepeMixXHOT KynbraBocTi".
3MiHV BHeCeHi [0 IHCTPYKLi
po3ginu: "MpoTunokasaHHs"
"Cnoci6 3acTocyBaHHS Ta
no3n", "To6iuHi peakwyji" -
BiANOBIAHO A0 iHdopMmaLii

MepiognyHICTb NOAaHHSA

y

pedhepeHTHOro /likapCbKoro
3aco6y Pletal 100 mg tablets.

3BiTY 3 6€3neku BignoBigH

perynsapHo oHoB/1l0BaHOro

(o]
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
0o Mopsagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa 0XOpOHHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHnMN y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.
28. NMLWA EeKCTpaKT CyXui MAT "®apmak” Ykpaina diHuens6epr HimeuunHa MepepeecTpauia Ha - He UA/13541/01/01
3BUYANHOIO (cybcTaHuis) y nakeTax v6X & Ko.KI HeoOMeXeHW TepMiH nionsizae
nmcT4a noaBiliHMX
nonieTuneHoBux ans
BMPOGHULITBA
HecTepuIbHNUX
Nikapcbkunx gopm
29. | PANTEH FENb renb 1% no 40 r y Ty6i, "Xemodhapm" AL Cepbis Brpo6HMK Cepbis MepepeecTpauis Ha 6e3 nionsizae UA/1785/03/01
no 1 Ty6i B KAPTOHHiiA roToBOro HEoOMEXEHWI TepMiH. 3MiHK peuenma

ynakoBLi

nNiKapcbKoro
3aco0y, nepByHHe,
BTOPWHHE
nakyBaHHs,
KOHTPO/b Cepil:
"Xemodhapm" AL,
Bpwau, Bigain
BMPOGHMYa
AoinbHuusa Wabau,
Cepbis;
Brpo6HMK,
BiAnoBiganbHUIA 3a
BWMNYCK Cepil:
«Xemothapm» Afll,
Cepbis

| TMny - 3MiHKM Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3aCcTOCyBaHHS NiKapcbKoro
3acoby B nicnsipeecTpayinHuia
nepiog, abo Ak pe3ynbtar
OL}iHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BifgnoBiAHO A0
nnaaHy negiatpuyHnux
pocnimpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKLUIT
Y po3ginv "dapmakonoriyHi




42

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

BNaCTVBOCTI",
"TpoTunokasaHHsa",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aartHicte
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHcnopTom abo
IHWVMK MexaHi3mamn',
"Cnocib 3acTocyBaHHs Ta
no3un" (woao 6esnekn),
"Mepeno3yBaHHa" BigNOBIAHO
[,0 OHOBJIEHOI iHGhopMaLii 3
6e3nekun Ajtoyol pevOBUHM.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

30.

PUBABIPUH

MOPOLLIOK (Cy6CcTaHLis) y
naketax noAginHmx
nonieTuneHoBnx ans
chapmaLeBTUYHOTO
3aCcTOCyBaHHsI

TOB "®APMEKC
reyn"

YkpaiHa

LI3vHaHb MiHCUHb
dapmacbioTiken
Ko., T4

KuTtaii

nepepeecTpauis Ha
He0OMEeXeHW TepMiH

He
nionsieae

UA/13430/01/01

31.

T-CENT®

cnpeii gns poToBOi
NMOPOXHUHK, PO3YnH, 1,5
mr/mn no 30 mny
ch1akoHi 3 MPUCTPOEM
N8 PO3NUIOBAHHS; MO
1 p1lakoHy B KapTOHHii
Kopobu,i

Amakca ®apma
nTa

Benvka
BpuTaHis

AICIEH Monbda
Xewys Ec.EW.

Monbwa

MepepeecTpauia Ha
HeobMeXeHW TepMiH.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO

00 MNopsaky 34iNCHEHHs

6e3
peyenma

nionsieae

UA/13494/02/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsio4YeHHs

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

32.

T-CENT®

Tabnetkn ans
PO3CMOKTYBaHHS No 3 mMr
no 10 Tabnetok y
6nictepi; no 1 a6o 2
61icTepy y KapTOHHIN
Kopobui

Amakca Papma

N7

Benvka
BpuTtaHis

AIACIEH Monba
XKewys Ec.E.

MonbLua

MepepeecTpalis Ha
HeobMeXeHW TepPMIH.
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neKku BiANOBILHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPIKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHHU
3[0pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpokamu, 3a3HavyeHumn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/13494/01/01

33.

®EQVH-20®

Kancynu no 20 mr in
bulk: no 2500 kancyn y
noaBiliHMX
nonieTneHoBmx
nakeTax

OpraHocuH laind
CaeHcus MeT. /T4,

IHais

EBepTopxeH
Naiigp CaeHcus
NimiTen

IHais

MepepeecTpauia Ha
HeobMeXeHW TepMiH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNOBIAHO

0o MNopsaky 34iCHEHHs

dhapmakoHarnsagy,
3aTBEPAKEHOIO HakasoMm

MiHicTepcTBa 0XOpOHU

He
nionsiecae

UA/1240/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

34.

DEINH-20®

kancynu no 20 mr, no 10
Kancyn y 6nictepi; no 3
6nicTepy B navyj 3
KapTOHY

OpraHocuH Jlaiid

CaeHcus NeT. /T4,

IHais

EBepTopxeH
Naiidy CaeHcms
NimiTen

IHais

MepepeecTpalis Ha
HeobMeXeHW TePMIH.
3MiHM Wwozao
6e3nekun/edhekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCcTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiaTpuuHnux
pocnigxens (PIP) (3Miny
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHWN BHECEHO A0 IHCTPYKL,i
y po3ginu "B3aemogis 3
IHLWMMK NiKapCbKnmu
3acob6amu Ta iHLWi BUAn
B3aemogii", "MobiyHi peakuii”
BiANOBIAHO 4,0 OHOBNEHOT
iHchopmawuii 3 6e3neku gjtoyoi
PeYoBUHN.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

3a
peyenmom

He
nionseae

UA/1239/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

35.

DYPOCEMI],

Tabnetku no 40 mr, no
10 TabneTok y 6nictepi;
no 5 6nictepis y nauui

MAT "Tanuudapm”

YKpaiHa

MAT
"Knismegnpenapa
™

YKpaiHa

MepepeecTpalis Ha
HEOOMEXEHN TePMiH. 3MiHK
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a60o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHuii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHNX BigNOBIAHO A0
nnaaHy negiatpuuHnux
pocnigxeHs (PIP) (3Miny
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHV BHECEHO A0 IHCTPYKL,i
ANS MegnyHoro
3aCTOCyBaHHS NiKapcbKoro
3acoby [0 po3ginis
«®apmaKonorivHi
BNAaCTUBOCTI» (YTOYHEHHS),
«B3aemogjs 3 iHWVMK
nikapcbknMm 3acobamu Ta
iHLWI BMAOW B3aeMogiit»,
«Oc061MBOCTI

3a
peyenmom

He
nionseae

UA/0187/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

3acTocyBaHHsA», «[06GiyHi
peaxuii» BignoBigHoO A0
OHOB/IEHOI iHdopMaLiii 3
6e3nekn 3acToCyBaHHsA
nNiKapcbKoro 3acoby.

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO

0o Mopsaaky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm

MiHicTepcTBa 0XOpoHHU

3[0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

36. | LMNPODNMIOKCALWMH | nopowok (cybcTaHuis) y Yemo 16epika, Icnanis Kimika CiHTeTika, Icnanis nepepeectpawis Ha - He UA/13611/01/01
noABiHNX C.A. C.A. HeobMeXeHW TepMiH nionsizae
NonieTUIEHOBNX
nakeTtax gns
BMPOGHULITBA
CTEPUNbHUX Ta
HecTepuIbHUX
niKapcbknx doopm

HauanbHUK Bigginy 3 nutaHb (papmaueBTUYHOI AiANBHOCTI .
AenapTameHTy BNpoBagKeHHs pecdopm T.M. JIackoBCbKuM




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
11.01.2019 Ne 81

NIKAPCbKUX 3ACOBIB (MEQNYHUX IMYHOBIONONYHNX NPENAPATIB), LLOAO AKUX BYN BHECEHI 3MIHN A0 PEECTPALINHUX MATEPIA/IB, AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 BionycKy peecmpayitiHo
3acoby 20
nocsioYeHHs1
1. | AKCOTUNIH PO3YMH ANS iH eKUil My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/15289/01/01
no 500 mr/4 mn no 4 akujioHepHe TOBapucTBO "HaykoBo- | TMNy - 3MiHK cneuudikayii 4na koHTposto AdI peyenmom
M B amnyni, no 5 TOBapucTBo BMPOGHUYUIA LEHTP LMTOKOMIH HATPItO; 3MiHKM | TUNY - 3MiHW B MeToAuMLj
amnyn y kaceTi, no 1 "HaykoBo- "BopLiariBcbkuid XiMiko- KOHTPO/10 FOTOBOrO NiKapcbKoro 3acoby 3a n.
KaceTi B nauuj, no 4 BVPOGHWYNIA thapmaneBTMYHMIA 3aBo4" "laeHTudpikayia”; 3miHn |l Tuny - 3miHn cneumdikawi
M/ B amnyni, no 5 LeHTp 0151 KOHTPOIO NiKapCcbKoro 3acoby B po3aini
amnyn y kaceTi, no 2 | “"bopLuariscbkuii "CynpoBigHi AOMiLLKW"; 3MiHW | TUNY - 3MiHa
KaceTun B nauui Ximiko- BMPOGHMKa BUXIAHOrO/MPOMIXXHOIO
chapmaueBTUYH NPOAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
nii 3aBog" BMpo6HUYOMY npoLeci AdDl, abo 3miHa BUpOGHMKa
(BKItOYatOun, fie HEO6XIAHO, MicLie MPOBeAEHHS
KOHTpO0 sKOCTi) ADI (3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI E€BpPONeNCchKii thapmakonei y
3aTBEPAKEHOMY [JOCbE)(BBEAEHHS HOBOIO
BMpOoGHUKa A®I| 3 HaaaHHAM MacTep-chaiina Ha
A®I); cynyTHA 3MiHa: 3MiHa Yy napameTpax
cneuudikauin Ta/abo gonNycTMMMX MEX, BUSHAUYEHNX
y cneuudikayisx Ha A®l, abo BUXiAHNIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y MPOLEC
BMPOGHMLTBA AD| (4ONOBHEHHS cneundikauil
HOBUM MOKa3HUKOM SIKOCTi Ta BiANOBIAHAM METOLOM
BUNPOBYBaHHSA) - BBEAEHHA A0AATKOBOTO BUPOOHUKA
A®| UMTOKONIHY HATPIlO. K HACMIAOK, 3MiHW B
crneundikalii Ta MmeTogax BunpobyBaHHsa AdPI
(monoBHeHHSA cneuudikauii i MeToAiB BXiAHOrO
KOHTpO/0 AP HOPMYBaHHAM | METOAMKOO
BU3HAYEHHA 3a/IMLLIKOBI KiNIbKOCTi OpraHiyHmx
PO34YMHHWKIB A5 a/lbTEPHATMBHOIO BUPOGHNKA)
2. | AKCOTUNIH PO3YUH ANS iH EKLN My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasnis: 3MiHN 3a UA/15289/01/02
no 1000 mr/4 mn no akuioHepHe TOBapucTBo "HaykoBo- | TMNYy - 3MiHK cneuundikauii 4N KoHTpono AdI peyenmom
4 mn B amnyni, no 5 TOBapucTBo BMPOGHNYNIA LLEHTP LMTOKOMIH HaTPItO; 3MiHM | TUny - 3MiHW B MeToAMLI
amnyn y kacerti, no 1 "HaykoBo- "BopLyariBcbkuii XiMiko- KOHTPOJT0 FOTOBOrO NiKapCcbKoro 3acoby 3a n.
KaceTi B nauuj, no 4 BMPOGHWYMIA hapmaLeBTMYHMIA 3aBoA" "loeHTudpikauis”; aminm Il Tuny - 3amiHn cneuudikauii
M/ B amnyni, no 5 LeHTp L1591 KOHTPOSKO NiKapCbKoro 3acoby B po3gini
amnyn y kaceti, no 2 | "BopuiariBcbkuii "CynpoBigHi gomilku"; 3miHum Il Trny - 3MiHa
KaceTu B navui XiMiKO- BUPOGHMKA BUXIAHOTO/NPOMIXHOrO
chapmaLeBTUYH NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTHCA Y
nii 3aBog" BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOOHUKa

(BKKOYAOUM, e HeobXxiAHO, MicLe NPOBeAEHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KOHTpO0 sKOCTi) ADI (3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI E€BpPoONeNCchkii thapmakonei y
3aTBEPAKEHOMY [JOCbE)(BBEAEHHS HOBOIO

BMpOoGHUKa APl 3 HaaHHAM MacTep-thaiina Ha
A®I); cynyTHA 3MiHa: 3MiHa Yy napameTpax
cneuudikauin Ta/abo gonycTMMMX MEX, BUSHAUYEHNX

y cneuudikayisx Ha A®l, abo BUXiAHNIA/NPOMIXHWIA

NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLEC

BMPOGHMLTBA AD| (4ONOBHEHHS cneundikauil
HOBUM MOKa3HUKOM SIKOCTi Ta BiANOBIAHAM METOLOM
BUNPOBYBaHHS) - BBEAEHHA A0AATKOBOTO BUPOOHUKA

A®| UMTOKONIHY HATPIlO. K HACMIAOK, 3MiHW B

crneundikayii Ta MmeTogax BunpobyBaHHsa AdPI

(monoBHeHHSA cneuudikauii i MeToAiB BXiAHOrO

KOHTPO/0 AP HOPMYBaHHAM | METOAMKOO
BU3HAYEHHA 3a/IMLLIKOBI KiNIbKOCTi OpraHiyHmx
PO34YMHHWKIB A5 a/lbTEPHATMBHOIO BUPOGHNKA)

ANEProgepm

Masb 0,25 mr/r no 15
ry 1y6i; no 1 1y6iy
KOpOO6Li 3 KAPTOHY

ToBapucTso 3
06MexeHoto
BiANOBIga/bHICT
10
"®apmaueBTUYH
a KoMnaHis
"3p0pos'a”

YkpaiHa

BCi cTagii BUpO6GHMLTBA,
KOHTPO/b SKOCTI, BUNYCK
cepii: ToBapucTso 3
06MexeHot
BiANOBIAA/ILHICTIO
"hapmaueBT1YHa KOMNaHis
"3popoB's", YkpaiHa; BCi
cTaii BUPO6GHULITBA, BUNYCK
cepii: ToBapucTso 3
06MexeHot
BiANOBIAA/ILHICTIO
"hapmaueBT1YHa KOMNaHis
"3p0poB'a"”, YkpaiHa,;
KOHTPO/b SIKOCTI:
ToBapnCTBO 3 OOMEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC I'PYM", YkpaiHa

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN
| TMNY - 4ONOBHEHHS cneumdikayii Ha AdDI
$yoUMHONOHY auUeToHI4 HOBMM MOKa3HMKOM SIKOCTI
«Po3mip yacTok» 3 BiANOBIAHUM METOA40M
BMNPOBYBaHHS 3riHO BUMOI HOPMaTUBHOI
OOKyMeHTaUiT BUpo6HuKka Farmabios SpA, ITania
(BignoBigHo po aitovoro CEP Ne R1-CEP 2004-103-
Rev 01); 3miHu | TUny - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii A®Y abo €sponeiicbkoi thapmakoneri,
a60 iHWOI HalioHabHOT hapmakonel agepxasun €C
(3miHa y cneundpikauisix, Nos's3aHa 3i 3MiHamMu B
Loy, abo €Bponeiickkiii hapmakonei, abo iHLWil
HaLujioHanbHIl hapmakonei gepxasu €C); cynyTHs
3MiHa: 3MiHa y meTogdax BunpobysaHHs Ad|l abo
BMXigHOro martepiany/npomixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHwi 3MiHM y meTogax
BMNpobyBaHHA (BK/IKOYatoumM 3amiHy abo
[0MoBHEHHS) AD| a60 BUXIAHOTO/NPOMIXHOrO

NPOAYKTY)

3a
peyenmom

UA/15784/01/01

Anoxon

TabneTku, BKpUTI
nniBKOBOO
060/10HKOI0, Ne 10,
Ne 50, Ne 50 (10x5)
y 6nictepax, Ne 180
B KOHTEeWHepi
nnactukosomy Ne 1

My6niuHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHNYNIA
LieHTp
"BopLuariBcbkuii
Ximiko-
hapmauleBTUYH

YkpaiHa

My6niuHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOGHNUNIA LLEHTP
"BopLyariBcbkuiA XiMiko-
thapmaueBTUYHWMIA 3aBOA",
YKpaiHa; chacyBaHHs Ta
nakysaHHsa: TOB
"Arpochapm”, YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU
| TMnNy - 3miHK B Npoveci BupobHuuTea Ad|
(He3HayHa 3miHa y npoueci BUpo6HuuTBa Adl);
3MiHuM | TNy - 3MiHa po3mipy cepii (BKoUYaoum
AianazoHn) A®l abo NpoMiXXHOro NPoAyKTY, SKUiA
3aCTOCOBYETLCA Y NpoLieci BUpo6HuuTBa AdI
(36inbLueHHA A0 10 pasiB MOPIBHSHO i3
3aTBEPAXKEHVM PO3MIPOM) - 36i/IbLLEHHS PO3MIPY
cepii: 3anponoHoBaHo: 72,40 kr

6e3
peyenma

UA/2355/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nii 3aBog”
5. | AfloxXon TabneTkun, BKpUTI My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN - UA/1643/01/01
nniBKOBOIO akujioHepHe TOoBapucTBO "HaykoBo- | TNy - 3miHK B Npoueci BUpo6HuuTBa AdI|
060/10HKO10, in bulk TOBapucTBo BMPOGHUYUIA LEHTP (He3HauyHa 3MiHa y npoLeci BUpo6HuLTBa Adl);
no 1 kr B naketax "HaykoBo- "BopLuariBCbkuii XiMiko- 3MiHKM | TURy - 3MiHa po3mipy cepii (BKtouYatum
BVPOGHWYNIA hapmaneBTMYHMIA 3aBo4" aianazoHn) A®l abo NpoMiXXHOTO NPoAYKTY, SKUiA
LeHTp 3aCTOCOBYETLCA Y npoveci BUpobHuuTBa Ad|
"BopLuariscbkuii (36inbweHHs fo 10 pasiB NOPIBHSAHO i3
Ximiko- 3aTBEPAKEHUM PO3MIPOM) - 36ibLLUEHHS PO3MIpY
hapmaLeBTUYH cepii: 3anponoHoBaHo: 72,40 kr
nii 3aBog”
6. | A/Ib®A A3-TEBA | kancynu m'siki no TeBa 13painb BMPOGHWK, SKWiA BignoBifae HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHN 3a UA/9309/01/01
0,25 mkr, no 30 abo $apmaueBTikan 3a BMpo6HULTBO in bulk: I13painb | TMny - 3MiHK 3 AkocTi. CepTudikat peuyenmom
no 60 kancyny IHpacTpi3 N14. KataneHTt HimeuunHa BignosigHocTi/l E-cepTudikar BignosigHOCTI
KOHTeliHepi; no 1 E6epb6ax MM6X, HimeuunHa; €Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
KOHTEelWHepy y TeBa PapmaLeBTikan noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
KOpoo6Li IHgacTpi3 N174., 13painb BiANOBIAHICTb A0 MoHOrpadii APY abo
(KOHTPO/Ib AKOCTI; €Bponeiicbkoi thapmakonei, abo iHLOoi
BMPOGHWK, SIKWiA BignoBifae HauioHasbHOT hapmakonel gepxasun €C (3miHa y
3a NepBuHHE Ta BTOPUHHE cneumdikauisix, nos'asaHa 3i 3miHamu B JdY, abo
nakyBaHHs1, BUNycK cepii) €Bponeiicbkili hapmakonei, abo iHLWIiA HalLioHa/bHIl
thapmakonei gepxasu €C) - NpuBefeHHSA
cneuudikaLii Ha JONOMKHY PeqyoBUHY Onist
apaxicoBa Yy BiAnoBigHICTb A0 BUMOr MoHorpadii
«Arachis Oil, refined» €®(9.0); 3miHn | T1ny -
AAMiHIiCTpaTuBHI 3MiHW. 3miHa Ha3Bn Ad®| abo
[0NOMDKHOT PeYOBUHU - 3MiHa Ha3BY [OMOMIXHOT
peyoBMHM 3 «/IMMOHHA KMCNoTa, 6e3B0aHa» Ha
«J/IMMOHHa K1ucnoTa» y BiANOBiAHOCTI A0 NOTOYHOI
MOHorpadii, HaBefieHoi B €P(9.0)BBeieHHA 3MiH
NpOTSArom 6-Tv MicAILiB Nicns 3aTBEpPAKEHHS
7. | ANIb®A A3-TEBA | kancynu m'siki no 0,5 TeBa I13painb BUPOGHMK, SIKWIA BignoBigae HimeyuuunHa/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHW 3a UA/9309/01/02
Mkr, no 30 abo no 60 | dapmaueBTikan 3a BUpo6HMLTBO in bulk: I13painb | TMny - 3MiHu 3 AkocTi. CepTudikar peyenmom
Kancyny IHpacTpi3 N14. KataneHTt HimeuunHa BignosigHocTi/lE-cepTudikar BignosigHoOCTI

KOHTeliHepi; no 1
KOHTelHepy y
KopooLi

E6epbax M6X, HimeuunHa;
TeBa PapmaLeBTikasn
IHgacTpi3 N14., 13paine
(KOHTPO/Ib SIKOCTI;
BMPOGHWK, SIKWiA BignoBifae
3a NepBUHHE Ta BTOPVHHE
nakyBaHHs1, BUMYyCK cepif)

€Bponeiicbkiii hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO MPVYBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€BponeickKoi hapmakonei, abo iHLwoi
HauioHas1bHOT hapmakornel gepxasun €C (3miHa y
cneumdikaLlisix, nos'asaHa 3i 3MiHamu B ®Y, abo
€Bponeiickkin dhapmakonei, abo iHWil HalioHasbHIl
thapmakonei gepxasu €C) - NpuBeeHHs
cneuudikaLii Ha JONOMKHY PeqyoBUHY Onist
apaxicoBa y BignoBigHIiCTb 40 BuMor MoHorpadii
«Arachis Oil, refined» €®(9.0); 3miHu | TUnNY -
AAMiHIiCTpaTuBHI 3MiHW. 3miHa Ha3Bu A®| abo
[0NOMIDKHOT PEYOBMHU - 3MiHA Ha3BW [OMOMiXHOIT
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

peyoBMHMN 3 «/IMMOHHA KMcnoTa, 6e3sogHa» Ha
«JIMMOHHa K1ucnoTa» y BiANoBiAHOCTI A0 NOTOYHOI
MoHorpadii, HaBegeHoi B €9(9.0)

ANb®A A3-TEBA

Kancynu m'ski no 1,0
Mkr, no 30 a6o no 60
Kancyny
KOHTeliHepi; no 1
KOHTEeWHepy y
KOpoo6Li

TeBa
dapmauesTikan
IHpacTpi3 N7,

13painb

BMPOGHWK, SIKWiA BignoBifae
3a B1po6HMLTBO in bulk:
KaTtaneHT Himeuunna
E6epbax M6X, HimeuunHa;
TeBa dapmaLeBTikan
IHgacTpi3 NIT4., 13painb
(KOHTPO/Ib SIKOCTI;
BMPOGHWK, SIKWIA BignoBifae
3a NepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMNYyCK cepif)

Himeuuunna/
13painb

BHECEHHS 3MiH [J0 pEECTPALiiHMX MaTepianis: 3MiHN
| Tuny - 3miHn 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHasbHOT hapmakonei gepxasmn €C (3MiHa y
cneuudikauisix, NoB'A3aHa 3i 3miHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWii HaLioHabHIl
hapmakonei gepxasu €C) - MpuseeHHs
cneuudikaLii Ha LONOMKHY PeqyoBUHY Onist
apaxicoBa y BifnoBigHICTb A0 BUMOr MoHorpadii
«Arachis Oil, refined» €®(9.0); 3miHu | Tuny -
AAMiHIiCTpaTuBHI 3MiHW. 3miHa Ha3Bn AD®| abo
[0NOMDKHOT PeYOBUHU - 3MiHa Ha3BY [LONOMiXHOT
peyoBuHM 3 «J/IMMOHHA K1cnoTa, 6e3sogHa» Ha
«J/IMMOHHa K1McnoTa» y BiANOBiAHOCTI A0 NOTOYHOI
MoHorpadii, HaBeaeHoi B €P(9.0)

3a
peyenmom

UA/9309/01/03

AMILIMTPOH®
nnoc 6E3
LYKPY

NOPOLLIOK A/1A
OpasIbHOT0 PO3UNHY,
no 5ry cauwe; no 10
cawe y nauui 3
KapToHY

ToBapucTso 3
[0aTKOBOO
BignoBigabHICT
10 "IHTEPXIM"

Ykpaina

ToBapuCTBO 3 404AaTKOBOH
BifNoBiAaNbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaliiHuX maTtepiasis: 3MiHN
| TMny - AgMiHiCTpaTUBHI 3MiHW. BuniyyeHHs
BMPOBOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANS
A®I|, NPOMIXHOIo NPOAYKTY abo roToBOro
nikapcbKoro 3acoby, AinbHNLi AN NPOBEAEHHS
nakyBaHHs1, BAPOOHUKaA, BiNOBIAaIbLHOMO 3a BUNYCK
cepiii, Micue NpoBeAeHHs1 KOHTPOSO cepii) abo
noctavasibH1Ka BUXiAHOTO MaTepiasy, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOChE) -
BW/TyYEHHS BUPOOHUYOI AinbHULj YKpaiHa, 65080,
Opecbka 061., M.Ogeca, /liocTaopdcbka Aopora,
6yn. 86, ae 3ailicHioBasioch 36epiraHHs rotToBoil
NPOAYKLIT; BUNYYEHHS BUPOOGHUYOI AiNbHULI 3a
aapecoto Ykpaina, 65025, M. Ogeca, 21-ii KM.
CTapokuiBcbKoi goporu, 23, Ae 3filicHoBanioch
36epiraHHA CMPOBMHY Ta Matepianis, Ta BUTyYeHHS
iH(hopMaUii WoA0 MiCLEe3HaX0MKEHHS PUANYHOT
ocobu.

6e3
peyenma

UA/16182/01/01

10.

AHANbIIH

PO3UMH ANS iH'EKLIN,
500 mr/mn no 2 mn B
amnynax; no 10
amnyn y nauui 3
KapTOHY; N0 2 M/ B
amnynax; no 5
amnyn B

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim -

Xapkis"

YkpaiHa

MpuBaTHe akLioHepHe
TOBapUCTBO "JIEKXIM -
Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHW
| Tuny - nogaHHsA Hosoro Ceptudiikaty R1-CEP
2001-356-Rev 04 ana A®l MeTamison HaTpilo Bif,
BXe 3aTBEeppKEHOro BUPOOHYMKa; 3MiHK | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€BponeiceKoi hapmakonei, abo iHLwoi

3a
peyenmom

UA/A014/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
0fHOGIYHOMY HauioHasbHOT hapmakornel gepxasun €C (3miHa y
6nictepi; no 2 crneungikauisx, nos'a3aHa 3i 3amiHamy B dY, abo
6nicTepy B navu,j 3 €Bponeiicbkili hapmakonei, abo iHLWIA HaLioHa/bHIl
KapToOHY thapmakonei gepxasu €C); cynyTHA 3MiHa:
npusefeHHsa Cneuudikauii/ MeTogis BUNpobyBaHHA
Aito4oi peyoBrHN MeTami3on HaTpilo 40 BUMOT
MoHorpadii EP, 30kpemMa: BUNyYeHHs nokasHukKa
"Baxki meTanu" 3 BiANOBIAHUM METOA0M
BMNPOOGYBaHHS
11. | AHANbIIH Ansa cynosuTopii MpusatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/4014/01/01
BITEN pekTanbHi no 0,1, akujioHepHe TOBapUCTBO "flekxim-Xapkis" | TNy - nogaHHA Hosoro CepTtudcpikaty R1-CEP peyenmom
no 5 cynosutopiiB y TOBapUCTBO 2001-356-Rev 04 ana A®l MeTamizon HaTpilo Big,
6nictepi, no 2 "Jlekxim-Xapki" BXEe 3aTBEepKEHOro BUPOBHUKa; 3MiHM | Tuny -
6nicTepy B naywj 3 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
KapToHY BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHasIbHOT hapmakonei gepxasmn €C (3MiHa y
cneumdikauisix, NoB'A3aHa 3i 3miHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWii HaLioHa/bHIl
thapmakonei gepxasu €C); cynyTHS 3miHa:
npueefeHHs Cneuudikauii/MeToaiB BUNpPobyBaHHsA
Liro4oi pevyoBuHY MeTami3on HaTpilo 40 BUMOr
MoHorpadii EP, 30kpema: BUy4eHHs NokasHuKa
"Bavkki MeTasin" 3 BignoBigHUM METOA0M
BUNPO6YBaHHSA
12. | AHANbIIH ANA cynosuTopii MpusatHe Ykpaina MprBaTHE akLioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN 3a UA/4014/01/02
DITEN pekTasibHi no 0,25, akuioHepHe TOBapuCTBO "JlekxiM-XapkiB" | TMny - nogaHHsa Hosoro Ceptudiikaty R1-CEP peyenmom
no 5 cynosutopiis y TOBapucTBo 2001-356-Rev 04 ana A®l MeTami3on HaTpito Bif
6nicTepi, no 2 "Mekxim-Xapkis" BXE 3aTBEP)KEHOro BUPOOHWMKa; 3MiHu | TNy -
6nicTepy B navu,j 3 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KapTOHY BigNoBiAHICTb A0 MOHOrpadii APY a6o
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHas1bHOT hapmakornel gepxasun €C (3miHa y
creuundikauisx, nos'a3aHa 3i 3amiHamy B IdY, abo
€Bponeiicbkili hapmakonei, abo iHLWIA HaLioHabHIi
thapmakonei gepxasu €C); cynyTHA 3MiHa:
npusefeHHs Cnevudikauii/MeToais BUNpobyBaHHsA
Aito4oi peyoBrHN MeTami3on HaTpito A0 BUMOT
MoHorpadii EP, 30kpema: BUnyYeHHs nokasHuka
"Baxkki MeTasin" 3 BigNoBiAHUM METOLO0M
BMNPOBYBaHHSA
13. | AHANbIIH Ansa cynosuTopii MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU - UA/13821/01/01
BITEN pekTanbHi no 0,25, akujoHepHe TOBapUCTBO "/lekxim-Xapkis" | Tny - nogaHHA Hosoro CepTucpikaty R1-CEP
in bulk: Ne 1000: no TOBapuCTBO 2001-356-Rev 04 ana A®l MeTami3on HaTpito Big

5 cynosuTtopiiB y
6nictepi, no 200
6/1icTepiB y AWMKY 3

"NlekxiMm-Xapki"

BXe 3aTBEpPAKEHOro BUPOOHWKa; 3MiHK | Tuny -
3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHA Y
Bi4MOBIAHICTb A0 MOHorpadii 4Py a6o
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
ropokapToHy €Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHasIbHOT hapmakonel gepxasun €C (3miHa y
cneuudikauisix, NnoB'A3aHa 3i 3miHamu B 4dY, abo
€Bponeiicbkili hapmakonei, abo iHLWili HalioHa/bHIl
thapmakonei aepxasu €C); cynyTHA 3MmiHa:
npueefeHHs Cneuudikauii/MeTogiB BUNPobyBaHHsA
[iro4oi pevyoBuHY MeTami3on HaTpilo 40 BUMOr
MoHorpadii EP, 30kpema: BUly4eHHs NokasHuKa
"Bavkki MeTasin" 3 BignoBiAHUM METOA0M
BUNPO6YBaHHSA
14. | AHANbIIH ANA cynosuTopii MpusatHe YkpaiHa MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN - UA/13821/01/02
DITEN pekTanbHi no 0,1, akujioHepHe ToBapuCTBO "“flekxim-Xapkis" | TNy - nogaHHA Hoeoro CepTudcikaty R1-CEP
in bulk: Ne 1000: no TOBapucTBo 2001-356-Rev 04 ana A®l MeTami3on HaTpito Bif
5 cynosuTtopiis y "Mekxim-Xapkis" BXE 3aTBEP)KEHOro BUPOOHWMKa; 3MiHu | Tvny -
6nicTepi, no 200 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
6nicTepiB y ALLMKY 3 BigNoBigHICTb A0 MOHOrpadii APY a6o
ropokapToHy €BponeiceKoi hapmakonei, abo iHLwoi
HaLujioHanbHOT hapmakonei aepxasu E€C (3miHa 'y
crneuundikauisx, nos'azaHa 3i 3amiHamy B dY, abo
€Bponeiicbkilii hapmakonei, abo iHLWIA HaLioHabHIi
thapmakonei gepxasu €C); cynyTHA 3MmiHa:
npusefeHHs Cnevudikauii/MeToais BUNpo6yBaHHsA
Aito4oi peyoBrHN MeTami3on HaTpito A0 BUMOT
MoHorpadii EP, 30kpema: BUly4eHHs MokasHuKa
"Baxkki MeTasin" 3 BigNoBiAHUM METOL0M
BMNPOBYBaHHSA
15. | AHXENIK TabneTku, BKpUTI Baiiep Al HimeyunHa nepBMHHa Ta BTOPUHHA HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU 3a UA/2242/01/01
060/10HKOI0, N0 28 ynakoBka, KOHTPO/b cepil, | TNy - NoAaHHA OHOBNEHOTO cepTudikaTy peyenmom
Tabnetok y 6nictepi BiANOBIAaIbHWI 3a BUMYCK BiAnNoBigHOCTI €Bponeiicbkili hapmakonei R1 CEP
3 KaJIeHA4apHOK cepii: baiiep AT, 2009-070-Rev 01 ans gjro4oi pevyoBuHU
LKasnotw, B HimeuuunHa; BUpO6GHULITBO [LpocnipeHoH, 3MiHa Ha3BU BUPO6HKKa AdPI
naneposomy Hepo3d)acoBaHO! NPoAYKLii: (3anponoHoBaHo: R1 CEP 2009-070-Rev 01, Baiiep
MiLLEeYKy B KApTOHHiii Baiiep Balimap Mm6X i Ko. Al
nauuj KI', HimeyunHa
16. | ACMIKAP/, TabneTkn, BKPUTI ToBapucTBO 3 Ykpaina ToBapuCcTBO 3 0OMEXEHOID YKpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHN 6e3 UA/15865/01/02
KAPAIO 060/10HKOI0, 06MexeHoH BiAMNOBIAA/IbHICTIO Il TNy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta peyenma
KMLLKOBOPO3UMHHI MO | BignoBiganbHiCT "®apmaveBTnYHa thipma thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
300 wmr, no 10 10 "BepTekc" 3060B'sA3aHb Ta YMOB Buaqi peecTpawiiHoro
Tabnetok y 6nictepi; | "®apmaueBTuuH (BMPOGHMLTBO 3 MPOAYKLi in NoCBIAYEHHS, BKtoYatouy MnaH ynpas/iHHA
no 2 6nictepn y a hipma bulk Bupo6Huka TOB pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
nauuj "BepTekc" "®APMEKC Py, BMMararTb(€) NoganbLIOro 06rpyHTyBaHHS HOBUMMU

YkpaiHa)

[00aTKOBUM A@aHMK, Lo MaloTb HagasaTmcs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.8.2 nyHkty 1.8 goaatky 5 fo Mopsaaky nposefeHHs
eKCnepTn3n peecTpaliiHnX MaTepiasiiB Ha Jlikapcbki
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aco6wu, L0 NOAATLCA Ha AepXaBHYy peecTpaLliio
(nepepeecTpauiio), a Takox ekcnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHix martepianis
NpoOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne
460). BHeceHi 3MiHW A0 IHCTPYKLUiT 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis:
"B3aemogis 3 iHWKMKM NikapcbkuMu 3acobamu 1a
iHWI BMAay B3aemogiin”, "OcobmBocTi
3acTocyBaHHSA", "3acTOCyBaHHS Yy nepiog BaritTHOCTI
abo rogyBaHHS rpyaato”, "3aaTHiCTb BIIMBATY HA
LIBMAKICTb peakLil Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK mexaHismamun”, "Cnocié 3acTocyBaHHSA
Ta gosun", "Oitn", "Mepepo3yBaHHsA", "M06IYHI
peakuii" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

17.

ACHIKAP],
KAPZIO

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO3UMHHI MO
100 wmr, no 10
Tabnetok y 6nictepi;
no 2 a6o no 3
6nictepy y navui

ToBapucTso 3
06MexeHoto
BiANOBIga/bHICT
10
"®apmaueBTUYH
a chipma
"BepTekc"

YkpaiHa

BiANOBIAA/ILHICTIO

"BepTtekc"

"®APMEKC IPy1",
YkpaiHa)

ToBapncTBO 3 06MEXEHOI0
"®apmaueBTnyHa thipma

(BUPOBHMLTBO 3 NPOAYKLT in
bulk Bupo6Hvka TOB

Ykpaina

BHECEHHS 3MiH [0 peecTpauliiiHuX maTepiasis: 3MiHN
Il TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
nocBiAYeHHs, BKoYatoun MnaH ynpasniHHA
pu3nkamm (3acTocyBaHHSs 3MiH(M), AKi(a)
BMMaralTb(€) NOAabLIOT0 06I'PYHTYBaHHS HOBUMM
[08aTKOBUM A@aHMK, L0 MaloTb HagasaTmcs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbest
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
BukoHaHHA 3060B'A3aHb BIAMOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 fo Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTtepianis Ha nikapcbki
3acobu, L0 NoAaloTbCs Ha AiepXKaBHY peecTpaLiiio
(nepepeecTpauito), a TakoX ekcnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHix martepianis
NpOTSAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro Hakas3oM MO3 Big 26.08.2005 Ne
426 (y pepaxuii Hakazy MO3 Big 23.07.2015 Ne
460). BHeceHi 3MiHM A0 IHCTPYKLUIT 415 MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis:
"B3aemogis 3 iHWyMKM NikapcbkuMu 3acobamu 1a
iHWi BMAW B3aemogii”, "OcobmBocTi
3acTocyBaHHS", "3acTOCyBaHHS y nepiog BaritTHOCTI
abo rogyBaHHS rpyaato”, "34aTHiCTb BIMBATY HA
LIBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK mexaHi3mamun”, "Cnocib 3acTocyBaHHS
Ta gosun", "Oitn", "Mepepo3yBaHHA", "M06IYHI
peakLii" BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro
[OCbE.

6e3
peyenma

UA/15865/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
18. BEPOAYAN® H aepo3osib BepiHrep HimeyunHa BepiHrep IHrenbxaiim HimeyunHa BHECEHHS 3MiH [J0 peeCTpaLiiiHMX maTepianis: 3MiHU 3a UA/5322/01/01
[030BaHui no 10 mMn IHrenbxaim dapma M'mbX i Ko. KI | TNy - 3MiHa NnocTavYanbHYKa NaKyBaslbHUX peyenmom
(200 po3) y IHTEpHEeLLHN marepianis abo KOMNAEKTYHUMNX (SKLWO 3a3Ha4YeHo B
MeTasnieBoMy v6X [ocbe) (iHWi 3miHK)
6aNIoHYMKyY 3
[03YI0UMM
KnanaHom; no 1
6as10HuVKY B
KapPTOHHI Kopobui
19. BEPOTEK® H aepo3o/ib BepiHrep HimeyunHa BepiHrep IHrenbxaiim HimeyunHa BHECEHHS 3MiH 10 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/3123/01/01
[[o3oBaHwuii, 100 IHrenbxainm dapma M'mbX i Ko. KI | TNy - 3MiHa NocTavYanbHYKa NaKyBaslbHUX peyenmom
MKr/go3y, no 10 mn IHTEpHEeLLHN marepianis abo KOMNIEKTYHUMNX (KO 3a3Ha4YeHo B
(200 po3) y 6X nocbe) (iHWi 3miHK)
MeTaneBomy
6as10HuVKY 3
[03YH04MM
KnanaHom; no 1
6asIoHunKy y
KapTOHHIN Kopo6Lii
20. BA3AP TabneTkn, BKPUTI TOB "TeBa YkpaiHa AkTasic /IT[, ManbTa; Manbta/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHW 3a UA/5463/01/01
NNiBKOBOKO YkpaiHa" Bankandapma-AynHuusa AT, Bonrapis | TMNYy - 3MiHW 4,0 IHCTPYKUIT AN5 MEeAUYHOro peyenmom
060/10HKO0, M0 40 Bonrapis 3acTocyBaHHSA y po3ginu: "MpotunokasaHHA"
mr no 10 TabneTok y (peparyBaHHs TekcTy), "B3aemogist 3 iHLWmMMu
6nicTepi, no 3 abo 9 nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiii",
6nictepiB y "Oco61BoCTi 3acTocyBaHHA", "Cnoci6
KapTOHHI Kopo6Lyi 3acTocyBaHHs Ta Ao3n" (YTOYHEHHs iHdopmadi),
"Mo6iyHi peakwii" BigNOBIAHO A0 OHOBEHOT
iHhopmalii 3 6e3neku Aitoyoi pevoBuH. BBegeHH:A
3MiH nNpoTsrom 3-x MicsilliB NicnsA 3aTBepAKEHHA
21. BA3AP TabneTku, BKpUTI TOB "TeBa YkpaiHa AkTasic /1TA, ManbTa; ManbTta/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepianis: 3MiHU 3a UA/5463/01/02
nniBKOBOO YkpaiHa" Bankandapma-AynHuus AT, Bonrapis | TMNY - 3MiHK [0 IHCTPYKUIT AN18 MeanYHoro peyenmom
060/10HKOI0, M0 80 Bonrapis 3acTocyBaHHSA y po3ginu: "MpoTunokasaHHsa"
Mr no 10 TabneTok y (peparyBaHHsA TekcTy), "B3aemogis 3 iHWMMK
6nicTepi, no 3 abo 9 nNikapcbkMMKU 3aco6amu Ta iHLi BUAW B3aeMogii",
6nictepiB y "Oco61BOCTI 3acTocyBaHHs", "Cnoci6
KapTOHHI Kopo6Lyi 3acToCcyBaHHA Ta 031" (YTOYHeHHs iHchbopmadi),
"Mo6iuHI peakwii" BigNOBIAHO A0 OHOBMEHOT
iHhopmalii 3 6esneku Aityoi pevoBuHN. BBegeHHs
3MiH npoTArom 3-x MicsLiB nicnsa 3arBepMKeHHA
22. BA3AP TabneTku, BKPUTI TOB "TeBa Ykpaina AkTasic /IT[, ManbTa; ManbTta/ BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepianis: 3MiHU 3a UA/5463/01/03
nAiBKOBOIO Ykpaina" BankaHndapma-AynHuus AT, Bonrapis | TMNY - 3MiHX 8O IHCTPYKUIT 4519 MeANYHOro peyenmom

060/10HKO0, NO 160
mr no 10 TabneTok y
6nicTepi, no 3 abo 9
6nicTepiB y
KapTOHHI Kopobuyj

Bonrapis

3acTocyBaHHA y po3ginu: "MpoTunokasaHHA"
(peparyBaHHs TeKCTy), "B3aemogis 3 iHWnMun
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco611BOCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHsA Ta fA03n" (YTOYHEHHS iHdhopmadi),

"Mo6iyHi peakuji" BiANOBIAHO A0 OHOBIEHOI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
iHdhopmawii 3 6e3neku Aitoyoi pevosuHU. BBepeHHs
3MiH npoTarom 3-x MicsiliB NicnsA 3aTBepAKEHHA
23. | BA3AP TabneTku, BKpUTI TOB "TeBa YkpaiHa AxtaBic NTA, ManbTa; ManbTta/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 3a UA/5463/01/04
nNiBKOBOKO YkpaiHa" Bankandapma-AynHuusa AT, Bonrapis | TMNYy - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOIO peyenmom
060n0Hkoto, no 320 Bonrapis 3acTOCyBaHHSA y po3ginu: "MpoTunokasaHHa"
Mr o 10 TabneTok y (peparyBaHHs TekcTy), "B3aemogist 3 iHLWMMuK
6nictepi, no 3 a6o 9 nikapcbk1UMK 3acobamu Ta iHLWi BUAM B3aEMoSiid",
6nictepiB y "Oco611BOCTI 3acTocyBaHHsA", "Cnoci6
KapTOHHI Kopo6Lyi 3acTocyBaHHS Ta fo3n" (YTOUYHEHHs iHdhopmauii),
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekun giroyoi peuosnHn. BBeaeHHs
3MiH NPOTArom 3-X MicsiiB nicnsA 3aTBepAKeHHs
24. BA3AP A TabneTku, BKPUTI TOB "TeBa YkpaiHa BankaHdapma-AynHuua AT Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHU 3a UA/16612/01/01
nNiBKOBOKO YkpaiHa" | TMRY - 3MiHW 40 IHCTPYKUIT ANS1 MEAUYHOTO peyernmom
060n0Hkot0, No 5 3aCTOCYBaHHA y po3ainu: "®apmakonoriyHi
mr/80 mr, no 7 BnactusocTi", "lMpoTunokasaHHs", "B3aemopis 3
Tabnetok y 6nictepi, IHLIMMK NikapcbkMKM 3acob6amMu Ta iHLWi BUAan
no 2 a6o 4 6nictepn B3aemogiin”, "OcobnmBocTi 3acTocyBaHHA" (Y T. 4.
y kopo6uj; no 10 "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
TabneTtok y 6nictepi; rpyaa"), "Mobivni peakui"; pegaryBaHHs
no 3 a6o 9 6nictepis iHchopmawii po3ginis "Croci6 3acTocyBaHHs Ta
y KOpoo6u;j nosun", "MepefosyBaHHA" 3rigHO 3 4aHUMU LWOA0
6e3nekn gitoymx pevosnH. BBefgeHHA 3MiH
npotsarom 3-x mMicAuiB Nicna 3atBepAKeHHs
25. BA3AP A TabneTku, BKpUTI TOB "TeBa YkpaiHa Bankandapma-AynHuus AT Bonrapis BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHW 3a UA/16612/01/02
NNiBKOBOKO YkpaiHa" | TMRY - 3MiHW A0 IHCTPYKUIT 4151 MEANYHOIO peyenmom
060n10HKo0, N0 5 3aCTOCYBaHHA y po3ainu: "®apmakonoriyHi
Mmr/160 mr, no 7 BnactusocTi", "MpoTunokasaHHs", "B3aemopis 3
TabneTtok y 6nictepi, iHLIMMK NiKapCbknMy 3acobamu Ta iHLWiI BUAn
no 2 a6o 4 6nictepu B3aemogiit”, "OcobnmBocTi 3acTocyBaHHA" (Y T. 4.
y kopo6uj; no 10 "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
TabneTtok y 6nictepi; rpyaar'), "Mobivni peakui"; pegaryBaHHs
no 3 a6o 9 6nicTepis iHchopmawii po3ginis "Cnoci6 3acTocyBaHHs Ta
Y KOpoo6Lii fosn", "MepefosysBaHHA" 3rigHO 3 AaHVMU LWoA0
6e3nekn gjlunx pe4yosrH. BBeAeHHS 3MiH
npoTtarom 3-x MicAuiB Nicna 3atBepAKeHHs
26. | BASBAPA TabneTku, BKpUTI TOB "TeBa YkpaiHa Bankandapma-AynHuua AT Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW 3a UA/16612/01/03
nAiBKOBOIO Ykpaina" | TMNY - 3MiHX 8O IHCTPYKUIT A/19 MeANYHOro peyenmom

060/10HKOt0, Mo 10
Mr/160 mr, no 7
Tabnetok y 6nictepi,
no 2 a6o 4 6nictepu
y Kopob6uj; no 10
TabneTok y 6nictepi;
no 3 a6o 9 6nicTepis
y KOpoo6Lii

3aCTOCYBaHHSA y po3ainu: "®apmMakooriyHi
BnactusocTi", "MpoTunokasaHHs", "B3aemogis 3
IHLIMMKM nikapcbkMKM 3aco6amMu Ta iHLWi BUan
B3aemogiit", "OcobmBoCTi 3acTocyBaHHA" (Y T. u.
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
rpyaa”), "MobivHi peakuii”; pegaryBaHHs
iHbopmauii po3ginis "Cnoci6 3acTocyBaHHA Ta
fosn", "Mepefo3yBaHHA" 3rigHO 3 AaHVMK WoA0
6e3nekn 4il4nx pevyosrH. BBeA€HHS 3MiH
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
npoTArom 3-x MicsiliB nicnsa saTBepAXKeHHsA
27. BA3AP A TabneTkun, BKpUTI TOB "TeBa YkpaiHa MNIBA Xpsartcka 4.0.0. Xopsaris BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN 3a UA/16513/01/01
nniBKOBOIO Ykpaina" | TMNY - 3MiHX 80 IHCTPYKUIT A1 MeANYHOro peyenmom
060/10HKO10, N0 5 3aCTOCYBaHHSA y po3ainu: "®apmMakooriyHi
mr/80 mr no 14 BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
Tabnetok y 6nictepi; HLIMMK nikapcbkMKU 3acob6amMu Ta iHLWi BUan
no 1 a6o 2 6nictepu B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHA" (Y T. 4.
B KOPOOUj "3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpyaat”), “MobivHi peakuii”; pegaryBaHHs
iHbopmauii po3ginis "Cnoci6 3acTocyBaHHsA Ta
nosun”, "OiTn" 3rigHo 3 JaHVMK WOoA0 6e3nekn Aitounx
peyoBuH. BBeieHHA 3MiH NpoTsrom 3-x micAuiB
nicnsa 3aTBepAKeHHsA
28. BA3AP A TabneTkun, BKpUTI TOB "TeBa Ykpaina MNIBA XpBartcka 4.0.0. Xopsaris BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN 3a UA/16513/01/02
NnNiBKOBOKO YkpaiHa" | TNy - 3MiHW 4,0 IHCTPYKUIT AN5 MEeAUYHOro peyenmom
060/10HKO10, N0 5 3aCTOCYBaHHSA y po3ainu: "®apmakonoriyHi
Mr/160 mr no 14 BnactueocTi", "MpoTmnokasaHHs", "B3aemogis 3
Tabnetok y 6nictepi; iHLIMMKM nikapcbKMKM 3acobamMu Ta iHLWi BUan
no 1 a6o 2 6nictepu B3aemogiit", "Ocob6mMBOCTi 3acTocyBaHHsA" (y T. u.
B KOPOOUj "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
rpyaat”), “MobivHi peakuii”; pegaryBaHHs
iHbopmawii po3ginis "Cnoci6 3acTocyBaHHsA Ta
nosun”, "OiTn" 3rigHo 3 JaHVMK WoA0 6e3nekn Aitounx
peyoBuH. BBeAeHHs 3MiH NpoTsirom 3-x micsauiB
nicns 3aTBepAKEeHHs
29. BA3AP A TabneTkn, BKPUTI TOB "TeBa YKpaina MNIBA XpBaTtcka 4.0.0. Xopsaris BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHW 3a UA/16513/01/03
nniBKOBOKO YkpaiHa" | TNy - 3MiHW [0 IHCTPYKUIT ANS MEAUYHOro peyenmom
060n0HkKot0, No 10 3aCTOCyBaHHA y po3Ainu: "dapmakonorivHi
Mr/160 mr no 14 BnacTuBocTi", "MpoTnnokasaHHa", "B3aemopis 3
Tabnetok y 6nictepi; iHLWIMMKM nikapcbKMKU 3acobamMu Ta iHLWi BUAn
no 1 a6o 2 6nictepu B3aemogiit", "Ocob6MBOCTi 3acTocyBaHHA" (Y T. u.
B KOpPOOU;j "3acTocyBaHHsA y nepiof BariTHOCTi abo roAyBaHHs
rpyaate”), “MobivHi peakuii”; pegaryBaHHs
iHcbopmawii po3ainis "Cnocib 3acTocyBaHHsA Ta
nosn”, "OiTn" 3rigHo 3 JaHMMK WOoA0 6e3nekn Aitounx
peyoBuH. BBeaeHHs 3MiH npoTsirom 3-x micsauis
nicna saTBepAKeHHs
30. | BANEPIAHU TabneTkn, BKpUTI NnAT YkpaiHa MAT "Nly6Huchbapm™ YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 6e3 UA/8994/01/01
EKCTPAKT 060/10HKO0, M0 20 "Nly6Hnhapm" | Tuny - 3MiHK 3 AkocCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma

mr, no 10 TabneTok
y 6nictepax; no 50
Tabnetok y
6nictepax; no 50
Tabnetoky
KOHTeliHepax; no 10
Tabnetok y 6nictepi,
no 5 6nictepis B

CucTeMa KoHTelHep/3akynoproBasibHMiA 3aci6. 3miHa
PO3Mipy yNnakoBKv roOTOBOTO JlikapCbKOro 3acoby
(iHWi 3miHW) BBEAEHHA A04aTKOBOT ynakoBku no 10
TabneTtok y 6nictepax no 5 6nictepis B naui, 3
BiAMOBIAHUMM 3MiHaMM Y p. «YNakoBKka». BBeAeHHSA
3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPAKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nauuj
31. BEH/IA®AKCUH- | Tabnetkn no 37,5 ToBapucTBo 3 YkpaiHa ToBapncTBO 3 0OGMEXEHOID YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW 3a UA/13809/01/01
3H mr; no 10 TabneTok 06MEXeHOo BiANOBiAA/IbHICTIO | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa peyenmom
y 6nictepi, no 3 abo BignosiganbHICT "XapkiBcbke HallMeHyBaHHs Ta/abo afpecy 3asiBHMKaA (BlacHUKa
5 6nictepis y 10 "XapkiBCcbke thapmaueBTuyHe peecTpauiiHoro NocBigYeHHs) - 3MiHa
KOpo6Li chapmaueBTUYH nignpueMcTBo "340p0oB'A HaliMeHyBaHHS Ta agpecu 3asaBHUKa TOBap1CTBO 3
e nignpuemMcTBo Hapoay" 06MeXeHOH0 BifnoBiganbHICTIO "XapKiBCbke
"30poB's thapmaueBTMYHe NiANPUMEMCTBO "340p0oB'a Hapoay",
Hapoay" Ykpaina; 3MiHu | Tuny - AgMiHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu Micus
NpoBaPKEHHA AiSNIbHOCTI BUPOOHUMKa/imnopTepa
rOTOBOrO JliKkapCbKOro 3acoby, BK/IYaoun AiflbHUL
BMNYyCKy cepii abo MicLe NpoBefeHHS KOHTPOIO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNIOPTEP, BK/IKOYAKOUM BUMYCK Cepili) -
3MiHa HalilMeHyBaHHs Ta agpecu BUpobHuka M3
ToBapnCTBO 3 0OMEXEHO BifNOBIAABHICTIO
"XapkiBCcbke thapmaueBTUYHe MiANpMEMCTBO
"340poB'sa Hapoay", YkpaiHa (Bunyck cepii), 6e3
3MiHW MicUs BUpO6HMLTBA (BBEAEHHS 3MiH
npoTsrom 3-X MicsLiB nicais 3aTBepAKEeHHs)
32. BEH/NA®PAKCUH- | Tabnetku no 75 mr; ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH [J0 pEECTpaLiiiHUX MaTepianis: 3MiHN 3a UA/13809/01/02
3H no 10 TabneTtok y 06MexeHot BiANOBIAA/LHICTIO | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa peyenmom
6nicTepi, no 3 abo 5 BignoBigasIbHICT "XapkiBcbke HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BlacHUKa
6nictepis y Kopobui 10 "XapkiBCcbke hapmaueBTUyHE peecTpavLiiHOro NocBigYEHHS!) - 3MiHa
hapmaueBTUYH nignprvemcTBeo "340p0B's HaliMeHyBaHHS Ta agpecu 3asiBHVKa ToBapuCTBO 3
e nianpremcTeo Hapoay" 06MEeXeHOI0 BinoBifanbHICTIO "XapkiBcbke
"380poB'a hapmaLieBTUYHE NigNpUeEMCTBO "340p0B'A Hapoay",
Hapogay" Ykpaina; 3MiHv | Tuny - AGMiHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBapPKEHHS AisNIbHOCTI BUPOBGHUKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaun AiflbHUL
BUMYyCKy cepii abo miclie NpoBeAEeHHS KOHTPO/IO
AKOCTI. (QisNIbHICTb, 3a 5Ky Bignosigae
BMPOGHMK/IMNIOPTEP, BK/IOYAKOUM BUMYCK Cepili) -
3MiHa HallMeHyBaHHA Ta agpecy BUpobHuka M3
ToBapnCcTBO 3 06MEXEHO0 BifNOBIAABHICTIO
"XapkiBCcbke thapmaueBTUYHe NignpMeEMCTBO
"300poB's Hapoay", YkpaiHa (Bunyck cepii), 6e3
3MiHM MicuA BUpo6HMLTBA (BBEAEHHS 3MiH
npoTArom 3-x MicAUIB Mic/1A 3aTBEPKEHHS)
33. BUMPOCAN B® Masbno 30Tr,50r AT "I'piHaekc" Nartsis AT TanniHHCbKuiA EcToHisn BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 6e3 UA/3885/01/01
abo 751y T1y6i; no 1 chapmaL,eBTUYHUIG 3aBOg, BUMNpaBAEeHHA TeXHIYHOI noMunkn y MK4, sika 6yna peyenma

Ty6i B KQPTOHHiIlA
nauuj

JonylieHa npy BHECEHHI 3MiH, a came: y po3gini
«KinbkicHuiA BMIicT. 4.2. BMiCT Kamchopu paLemivHoi,
4.3. BMICT onii TepneHTUHOBOT» A0MNyLLeHa NoMuIKa

Y PO3paxyHKOBii hopmMy i NPy CKOPOYEHHI




58

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

34.

BI/IbNMPA®EH®

TabneTku, BKPUTI
nniBKOBOKO
o6onoHkoto, no 500
mr; no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

AcTtennac
®apma HOpon b.
B.

HigepnaHg
"

BI/IpO6HI/IK 3a NOBHUM

uuknom: pareHocapm
Anotekep Mown M6X

HimeuunHa

BHECEHHS 3MiH [J0 peeCTpaLiiiHMX maTepianis: 3MiHU
| TMny - 3mMiHK BUNPOByBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuymdikauisx, nig vac
BMPOBOHULTBA rOTOBOrO NiKapCbKoro 3acoby - 3MiH1 B
TepmiHonorii (p.3.2.P.3.3. Coating of tablets) -
Temneparypa npu popmyBaHHi "sapa” TabneTok
3MIHIOETBLCA Ha "BUXIgHY" TemnepaTypy (0TouyHOoro
noBiTPs1); 3MiHKW | TMNY - 3MiHK Y NpoLeci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/TIOHAI0UN NPOMIXKHWIA NPOAYKT, LLO
3aCTOCOBYETLCSA NPV BUPOOHULITBI TOTOBOIO
NiKapCbKOro 3acoby - He3HaYHi 3MiHM (YTOUHEHHS) Y
npoteci BUpo6HuuTBa p. 3.2.P.3.3; 3MiHu | Tuny -
3MiHV BUNpPo6yBaHb abo JOMYyCTUMUX MEX,
BCTaHOBJIEHNX Y cneuudikauisx, nig vac
BMPOGHMLITBA FOTOBOTO J1iKapPCbKOro 3acoby -
BUYYEHHS KOHTPOto Buxody «Yield: 95 % - 100 %»
Ha BCiX eTanax BupobneHHs 6asnky (p. 3.2.P.3.3.):
rpaHy toBaHHi, BUrOTOB/IEHHS TabNeTOK Ta NOKPUTTA
X 060MOHKOI0; 3MiHW | TUNY - 3MiHK BUNPOBYBaHb
abo [oMNyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumaikauisx, nig yac BUPo6HMLTBA rOTOBOrO
NiKapcbKOro 3acoby - BUYYEHHS NokasHuka
LUBUAKOCTi MOTOKY PO34MHY A5 NOKPUTTA TabneTkn
060/10HKOo (p.3.2.P.3.3. Coating of tablets); 3miHu |
MMy - 3MiHa y MeTofax BunpobyBaHHSA roToBoro
NiKapCbKOro 3acoby - He3HauHi 3MiHW (3MiHa
KOJIOHKM) B aHaniTU4Hi MeToauui ansa KinbkicHoro
BM3HAYEHHA Axo3amiuyHy metogom BEPX. Takox B
Uil 3MiHi MPOMOHYETLCA BUMPaBUTW MOMWJIKY B
MeToauui |geHTudikauii pxo3amilyHy MeTOL40M
TLX: kinbkicTb Xxnopochopmy cknagae 10 mn, a He 8
ma (p. 3.2.P.5.2)

3a
peyenmom

UA/4350/01/01

35.

BOPMCTON

TabneTku XyBasibHi
no 400 mr, no 3
Tabnetkn y 6nictepi;
no 1 6nicrepy y
nauui 3 KapToHy

M. BIOTEK T

Benvka
BputaHis

BA®HA
®APMACBIOTIKANS
NIMITEL

IHAis

BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHN
| TNy - AOMiHICTpaTMBHI 3MiHW. 3MiHa Ha3BK
NiKapcbKoro 3acoby - 3aTBepAXeHo:
ANNbBEHOA3O0/1/ALBENDAZOLE 3anponoHOBaHoO:
BOPMCTOIMN/WORMSTOP. 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy
(iHWi 3miHW). 3amiHa rpadiuHOro 306paxeHHs
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS! yNakoBOK 3 BiANoBiAHUMM 3MiHAMKW [0
po3ginis MKA N13 (po3ain «IpachiyHe 306paxKeHHs»
3aMiHEeHO po3finom «MapkyBaHHS»); 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo aapecun Micusa NPOBaIXeHHs LisNIbHOCTI
BMPO6HMKa/iMnopTepa roToBOro JikapcbkKoro 3acoby,

3a
peyenmom

UA/13466/01/01




59

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BK/IIOYA0UN AiNbHWLI BUMYCKY cepii abo micue
NPOBELEHHS KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) 3miHa Ha3BM Ta agpecu BUpobHuka M3
Badra PapmackioTikans Jlimiteg, [HAis 6e3 3MiHn
MicLsi BAPOOHULITBA.

36.

BOPMCTON

TabneTku XyBasibHi
no 400 wr in bulk: no
1000 Tabnetok y
KOHTelHepax

M. BIOTEK T

Benvka
BputaHis

BA®HA
OAPMACBIOTIKANS
NIMITEL

IHAis

BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHN
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa Ha3BK
NiKapcbKoro 3acoby - 3aTBepAXeHo:
ANNbBEHJA30/1/ALBENDAZOLE 3anponoHOBaHoO:
BOPMCTOIMN/WORMSTOP. 3MiHn | Tuny - 3MiHn
Loao 6e3nekn/edeKTMBHOCTI Ta papmakoHarnsgy
(iHWi 3miHW). 3amiHa rpadiuHOro 306paxeHHs
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BiNoBiAHUMM 3MiHAMKW [0
po3ginis MKA N13 (po3ain «IpachiyHe 306paxKeHHs»
3aMiHEeHO po3finom «MapkyBaHHS»); 3MiHu | Tuny -
AJMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo aapecun Micusa NPOBaIXeHHs LisNIbHOCTI
BUPOBHMKa/iMnopTepa roToBOro Jikapcbkoro 3acoby,
BK/IIOYA0UM OiNbHUL BUMYCKY cepii abo micue
NpOBeAEHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiii) 3miHa Ha3BM Ta agpecu BUpobHuka NN3
BadhHa PapmacbkioTikans Jlimites, IHA4is 6e3 3MiHn
MiCL BUPOBHMLTBA.

3a
peyenmom

UA/13467/01/01

37.

FANIYM-XEE/Ib

Kpanni opasibHi No
30 mMn y dhnakoHi-
KpanenbHuui; no 1
hNakoHy-
KpanesbHuLj y
KOpOO6Li 3 KAPTOHY

Bionoriwe
XalnbmitTenb
Xeenb M'm6X

HimeuunHa

Bionoriwe Xainbmittesnb
Xeenb MM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU
| TNy - 3miHa y napameTpax cneyudgikauii Ta/abo
[0NyCTUMUX MEX, BU3Ha4YeHuX y crneuudikalisx Ha
A®I, abo BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y NpoLieci BupobHuutea AdI -
3BY)XXEHHS AONYCTUMMUX MeX cneuudikauii BUxigHoro
MaTepiany Saponaria offcinalis radix 3a nokasHUKoM
AKOCTi "BTparta B Maci npv BucyLLyBaHi"; 3MiHK |
TUMy - 3MiHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMMUX MEX, BU3HAUEHUX Y crieundikaLisax Ha
A®I, ab60 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y Mpoueci BupobHuutea AdI -
[0NoBHEHHA Cneundikauii 4158 MaTPUYHOT HACTOMKK
Betula pentula HOBUM NokKasHVKamMu SIKOCTi:
BBE/EHHS [A0AATKOBOr0O NMoKasHMKa sIKocTi
"Escherichia coli"; 3miHu | Tuny - 3mMiHa y metogax
BUNPo6yBaHHA APl abo BuUXigHOro
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLTBa ADI -
BHECEHHS He3HauHuX 3MiH 40 MeTogis
BMNPOGYBaHHA /19 MaTPUYHOI HacToikn Betula

6e3
peyenma

UA/3283/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
pentula 3a nokasHvKoM "lgeHTudpikauis": 3miHa B
onuci metogukm TLIX
38. | FEMAMETIOH® niodpinizat ana NnAT YkpaiHa BMPOGHUK niodinizarty, YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 3a UA/15978/01/01
pPO34mHy ansg "Knismegnpena BiANOBIAa/IbHUIA 3a BUMYCK | TMNYy - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOIO peyernmom
iH eKui no 400 mr, 5 pat" cepii roToBOro fikapcbkoro 3aCTOCYBaHHSA y po3ainu: "dapmakonorivHi
hnakoHiB 3 3aco6y: MNAT BnacTmBocTi", "Oco6/MBOCTi 3aCTOCYBaHHS",
niocpinizatom y "Kuismegnpenapart”, "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
KOMMAEKTi 3 5 YKpaiHa; BUPOGHMK rpyaato”, "Cnocib 3actocyBaHHs Ta Ao3un", "MobiyHi
amnynamm 3 po3unHHuKa: MAT peakuii” BiANOBIAHO A0 iHhopMaL,i Wwoao
PO34YMHHMKOM (L- "TanuudapMm", YkpaiHa MeAMYHOro 3acToCcyBaHHA peepeHTHOro
Ni3uH, HaTpiI0 nikapcbkoro 3acoby (TEMNTPA/I®, nopoLuok
rigpokcua, Boga ans niodpinizoBaHuii AN NPUrOTYBaHHSA PO3YMHY A5
iH’ekuiil) no 5 mn B iH'exuili, 400 mr). BBee€HHS 3MiH NPOTArom 6-Tu
KOHTYPHIl MicALiB nicnsa 3aTBepAKeHHA
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLj
B KQpPTOHHI nayui
39. FENALE®D® NOPOLLOK A/1A MAT Ykpaina MAT "KuiBmegnpenapart" Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN 3a UA/0881/01/01
PO3uunHy ANns iH'ekuin | “"KuiBmegnpena | Tuny - 36inbLIeHHA nepioay 36epiraHHsA ans Adl peyenmom
nol,0r, 10 pat” LechonepasoHy HaTpieBOl coni: 3anponoHoBaHo: 3
hnakoHiB 3 poku
MOPOLLKOM Yy
KOHTYpHilA
YapyHKOBIl
ynakosui; no 1
KOHTYpHilA
YapyHKOBIli ynakoBLyi
B nauuj
40. TMIOKODAX XR Tabnetkun Mepk CaHTe ®paHuisa Mepk CaHte ®paHuisa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHW 3a UA/3994/02/01
NPOJIOHrOBaHOI il c.a.c. | TMNy - 3MiHK WoA0 6e3nekn/edeKTNBHOCTI Ta peyenmom

no 500 mr no 15
Tabnetok y 6nictepi;
no 2 a6o no 4
6nictepu B
KapTOHHI Kopobuyj

thapmakoHarnsgy. BeegeHHs abo 3miHn [o
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX iaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobw,
BiZiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, kLo BoHa
BifIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs chapmakoHarniagy (Bkivarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOT 0COOU 3asiBHMKA AN151 34ICHEHHS
thapmakoHarnsgy, 3miHa KOHTaKTHUX JaHnX
ynoBHOBaXeHOoI ocobu. MNponoHosaHa peaakuis: Dr.
Sabine Hackel. 3MiHa KOHTaKTHOI 0c0o6uM B YKpaiHi,




61

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
YNOBHOB&)XXEHOI 0CO6U 3asBHUKA A1 3A4IACHEHHSN
hapmakoHarnsagy. 3mMiHa KOHTakTHUX AaHnx
KOHTaKTHOI 0cobm.
MponoHoBaHa pepakuin: PocTokiHa OneHa
MukonaisHa
41. | TPOYTPOMIH PO34MH ANS iH'EKi, TOB YkpaiHa [onr-A CT Ko., NiTg, Kopes BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/8465/01/01
8 MO/mn, no 0,5 mn "®apmaueBTUYH | TMNYy - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOIO peyernmom
(4 MO/1,34 mr) abo a KoMnaHis 3acTocyBaHHS y po3ginun "TpoTunokasaHHs",
no 2 mn (16 Bicta" "B3aemogis 3 iHWKMKM NikapcbkuMu 3acobamu 1a
MO/5,34 mr) y iHWi BMAW B3aemogiin”, "OcobmBocTi
chnakoHi; no 1 abo 3acTocyBaHHs", "Mo6iyvHi peakwii” 3rigHo 3
no 10 cpnakoHiB y iHcbopMmaLielo W00 MeAUYHOTO 3aCTOCYBaHHS
KapTOHHI Kopo6Lyi pechepeHTHOro nikapcbkoro 3acoby (CAN3EH® 8 mr
K/iK.i3i, NOPOLUIOK AN51 NPUrOTYBaHHSA PO3YMHY AN1S
H'EKLLIR).
BBepeHHs 3miH npoTsarom 3-x micsAuis nicnsa
3aTBepPAKEHHSA
42. | OANAUMH KpeMm BariHanbHui 2 Mdpaiizep IHkK. CLWA Papmauisa i Ang>KoH CLWA BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepianis: 3MiHN 3a UA/1903/03/01
MIXBOBWI KPEM | %, no 20 r y Ty6i; no Komnawi /INC | TMNY - 3MiHa Yy NEPBUHHI yNakoBL,i rOTOBOrO peuyenmom
1 1y6i pasom 3 3 NiKapcbKoro 3acoby; 3miHu | Tuny - 3amiHa
annikatopamu B noctavasibH1Ka nakyBasibHUX MaTepiasiis abo
KapTOHHI Kopo6Lyi KOMMNEKTYHOUNX (SIKLLLO 3a3HAYEHO B J0CHE) (3aMiHa
ab0 [0faBaHHA NocTavyasibHMKA)
43. | OEBITYM - TabneTku, BKpUTI CaHoBenb Insy TypeyunHa CaHoBenb InAy CaHai Be TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHN 3a UA/12668/01/01
CAHOBE/1b nniBKOBOIO CaHai Be Tupxapet A.LL. | TMNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyernmom
060/10HKOI0, M0 25 TugxapeT A.LL. HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (BlacHUKa
Mr, no 7 TabneTtok y peecTpaLiiiHoro noceig4eHHs). 3miHa agpecu
6nicTepi, no 4 3aaBHVKa. 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHN.
6nictepn y 3MiHa HaliMeHyBaHHS1 Ta/abo agpecu micus
KapTOHHI Kopo6Lyi NpOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaoun AiflbHUL
BMNYCKY cepii abo MicL,e NpoBefeHHS KOHTPO/THO
AKOCTI. (Jis/IbHICTB, 3a SKy Bignosigae
BMPOGHMK/iIMNOPTEp, BKIOYAKOUN BUMYCK CEPIlf).
3MiHa agpecu BUpo6H1ka CaHoBenb Insy CaHai Be
Tumkapet A.LL., TypeyyuHa.
44, AEBITYM - TabneTku, BKPUTI CaHosensb Inay TypeyunHa CaHoBenb Insy CaHai Be TypeyunHa BHECEHHS 3MiH [0 peECTpaLiiiHuX maTepianis: 3MiHN 3a UA/12668/01/02
CAHOBE/b nAiBKOBOIO CaHai Be TupxapeT A.LL. | TNy - AAMiHICTPaTMBHI 3MiHU. 3MiHa peyenmom

060/10HKO0, M0 50
Mr, N0 7 TabneTok y
6nictepi, no 4
6nictepn y
KapTOHHI Kopobuyj

Tupxapet A.LL.

HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa (BNacHuka
peecTpaLiiHoro noceigyeHHs). 3MiHa agpecu
3aaBHMKA. 3MiHW | TNy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBapKEHHA AiSNIbHOCTI BUPOOHUMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaun AiflbHUL
BMNYyCKy cepii abo MicLe NpoBefeHHS KOHTPOI0
AKOCTI. (AIANbHICTB, 3a AKy Bignosifae
BMPOGHUK/IMNOpTEep, BKIKOYAKYM BUMYCK CEpiif).
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
3MiHa agpecu BupobHuka CaHosenb Insy CaHai Be
Tumxapet A.L., TypeyunHa.
45. | DEBITYM - TabneTku, BKpUTI CaHoBenb Inau TypeuunHa CaHoBenb Insy CaHai Be TypeuunHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 3a UA/12668/01/03
CAHOBE/b nNiBKOBOKO CaHai Be Tupxapet A.LL. | TMNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
o060n0oHkoto, no 100 Tuoxapet A.LL. HallMeHyBaHHA Ta/abo agpecy 3asiBHMKa (BlacHuka
Mr, no 7 TabneTtok y peecTpauiiHoro noceig4eHHs). 3MmiHa agpecu
6nictepi, no 4 3asBHMKA. 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHW.
6nictepn y 3MiHa HalimeHyBaHHs Ta/abo agpecu micus
KapTOHHI Kopo6Lyi NPOBaPKEHHS AiSNIbHOCTI BUpO6HUKa/imnopTepa
rOTOBOrO JIiKaPCbKOro 3acoby, BK/IKUaOUN AiNbHULL
BWMYCKy cepii abo MicLe NpoBeAEeHHSA KOHTPO/II0
AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEp, BK/IKOUAKUM BUMYCK CEpild).
3MmiHa agpecu BupobHuka CaHosenb Inau Canai Be
Tumkapet A.LL., TypeyyunHa.
46. | OEKCA- Kpansni o4Hi no 5 mn YPCA®APM HimeuunHa YPCA®APM HimeyunHa BHECEHHS 3MiH [0 peECTpaLiiiHuX maTepianis: 3MiHU 3a UA/5562/01/01
FEHTAMILUMH y OiKOHi- ApuHaiimitTTens ApuHarimitTens M6X | TMNY - NoAaHHSA OHOB/IEHOTO cepTudikaTa peyenmom
KpanesibHuj; no 1 M6X BignNoBigHOCTI €Bponelickkili hapmakonei Ne R2-
hNakoHy- CEP 1992-014-Rev 06 ans gjto4oi pevyoBuHu
KpanenbHuLi y Dexamethasone sodium phosphate Big Bxe
KapTOHHI Kopo6Lyi 3aTBEPAXEHOro BUPOOHUKA, SK HACciAoK 3MiHa
azpecy BUPOOGHMYOT AifibHULL
47. | BEKCAJ/TIH® TabneTkn, BKPUTI MeHapiHi Jiokcembyp Bupo6bHmyTBOo in bulk, Icnanis/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHN 3a UA/9258/01/01
nniBKOBOKO IHTEepHeLLoHan r nakyBaHHs1, KOHTPOSb Ta ITanis | TMNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peyenmom
06010HKOI0, M0 25 OnepefioHc BUMNYCK cepii: HaliMeHyBaHHS Ta/abo afpecy MicLsA NPOBaXEHHS
mr no 10 TabneTok y Jlrokcembypr JTabopaTtopioc MeHapiHi LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
6nicTepi; no 1 abo C.A. C.A., IcnaHis; NiKapcbKoro 3aco6y, BKIOYAKUY AiNTbHUL BAMYCKY
no 3, abono 5 Bupo6HuuTBO in bulk, cepii abo micLie NpoBefEeHHs KOHTPOIO AKOCTI.
6nictepiB y nakyBaHHsi Ta BUMYyCK cepii: ([isnbHICTb, 3a 5Ky Bignosigae BMPoGHUK/iMnopTep,
KapTOHHI Kopo6Lyi A. MeHapiHi MaHyakTypiHr BK/1OHAKUM BUMYCK Cepiid) - yTOYHEHHS agpecu
NoricTikc eHp Cepsicec MiCLA NPOBaKEHHS AisNIbHOCTI BUPO6HUMKa 13
C.p.J1., Itanis; NabopaTopioc MeHapiHi C.A., IcnaHis, 6e3 3miHn
KoHTporb cepii: MicLss BUPO6HUMLTBA (BBEAEHHS 3MiH NPOTArom 6-Tu
[Jomne dapmaueyTiui MicALiB NicNsA 3aTBEPAYKEHHS); 3MiHK | TUny -
C.n.A, ITanis AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsi NPOBaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa roToBOro sikapcbkoro 3acoby,
BK/IKOYAOUN AifIbHUL BUMYCKY cepii abo Micue
NpoBeAEeHHSA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY
BiAnosifae BUPOGHUK/IMNOPTEP, HE BKIKOYAOUM
BMNYCK Cepili) - YTOUHEHHS Ha3BuW Ta agpecu
(SopaBaHHA MOLUTOBOrO iHAEKCY) Micus
NpoBafpKEHHA AiSNIbHOCTI BUpo6HUKa 13 Jomne
dapmaueyTiui C.n.A., ITanis, 6e3 3mMiHM Micusa
BMpPOGHMLTBA (BBEAEHHSA 3MiH MPOTArOM 6-TW
MicsLiB NicNs 3aTBEPAYKEHHS)
48. | BEKCA/MIH® TabNeTKN, BKPUTI MeHapiHi Jliokcembyp Bupo6HmuTBO in bulk, Icnanisi/ BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiB: 3MiHN 3a UA/9258/01/01
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n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nniBKOBOKO IHTEepHeLloHan r nakyBaHHs1, KOHTPO/b Ta ITanis | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3acio. peyenmom
06010HKOI0, N0 25 OnepeiioHc BUMNYCK Cepii: Cuctema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3MiHa
Mr no 10 TabneTok y Niokcembypr Na6opaTopioc MeHapiHi y NEPBUWHHI yNakoBL|i FOTOBOro MikapCbKoro 3acoby
6nicTepi; no 1 abo C.A. C.A., IcnaHis; (AKicHWIA Ta KinbKicHWIA cknap) - TBepai nikapcbki

no 3, aéono 5
6nicTtepiB y
KapTOHHI Kopo6Lyi

Bupo6HuuTBO in bulk,
nakyBaHHs Ta BUMYCK cepii:
A. MeHapiHi MaHyakTypiHr

NoricTikc eHp, Cepsicec
C.p.J1, Itanis;
KoHTporb cepii:

[omne dapmaueyTiui

C.n.A,, Itanis

hopMU - BHECEHHS flo4aTKOro 6aicTepy 3i 3MiHOK
AKicHoro Ta kinbkicHoro cknagy (Alu/Alu blister), wo
Mae iHLWWIA TEPMIH NPUAATHOCTI Ta YMOBU
36epiraHHsA. 3aTBepmxeHo: NBX/antomiHieBuii
6nictep; 3anponoHoBaHo: MBX/antoMiHieBwit
6nicTep, AntoMiHiit/antoMiniin 6nictep. BeegeHHs
3MiH NPOTArOM 6 MICALIB MiCNA 3aTBEPLKEHHS.
3miHu | TUnYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) 3amiHa rpagiyHoro
0hOPMNEHHS YNAKOBKM HA OHOB/IEHWI TEKCT
MapKyBaHHS1, 3 Bi4MOBiAHO 3aMiHO p. «[padiuHe
306paxXeHHs ynakoBku» Ha «MapkyBaHHs» B MKHA
N3. BeegeHHsa 3MiH npoTsaroM 6 micauis nicns
3aTBEPAKEHHSA
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. CTabinbHicTb. 3MiHa y TepMiHax npuAATHOCTI
abo ymoBax 36epiraHHs roTOBOrO /likapCbKoro
3aco6y (36iNbLIEeHHA TepMiHy NpPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [1ns Toproeoi ynakoBku
(NigTBEPAXYETHCA faHUMK PEasTbHOrO Yacy)
36inblUeHHA TepMiHy npugartHocTi 113 go 3-x pokis
AN HOBOI ynakoBkv AntoMiHili/antomiHii 6nicTep.
(Tepwmin npugatHocTi [N13 ans 3aTBEpAKEHOT
ynakoBku MNBX/antomiHieBuiA 6nictep 3a/maeTbes
He3MiHHUM 2 poku) BBefeHHs 3MiH npoTsarom 6
MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHM | TMny - 3MiHKW 3
AKocTi. F0TOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepmiHax npugaTtHocTi abo ymosax
36epiraHHs roTOBOro MikapcbKoro 3acoby (3miHa B
yMoBax 36epiraHHsi FoTOBOrO /ikapCbKoro 3acoby
ab0 nicna po3yYMHEHHNA/BIAHOBNEHHS) 3MiHU B p.
«YMOBW 36epiraHHs» /13: BHOCATbCS pefakLiiHi
3MiHM B YMOBM 36epiraHHs AN 3aTBepAKeHoro
MBX/antomiHieBoro 6nictepa Ta BBE4EHHS YMOB
36eperaHHs 151 HOBOI YNakoBKN
AntomiHili/antomiHieBoro 6nictepy. BBeHHS 3MiH
npoTArom 6 micAuiB nicns 3aTBepkKeHHs. 3MiHun |1
Tuny - 3MiHM 3 sAkocTi. ADI. (iHWi 3MiHK)
OHOBJ/IEHHA MOAY/T0 3.2.S. Ta OHOBJ/IEHHS ICHYOUOro
Active Substance Master File (ASMF) gns
AexcketonpodpeHy Big Lusochimica S.p.A., 3
BBeEHHSIM [04aTKoBOro BupobHuka Lodichem S.r.l.
eTunosoro edipy ketonpodeHy (KEE) npomixHoi Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
[ekcTekonpodheHoBOT KUC/IOTU Ta A0AaBaHHSA
3a3HaYeHNX HKYE BUPOBHNUNX AiIbHULb, SIK
[0[aTKOBMX BUPOBHWKIB MPOMIKHOI CMOMYKM
eTnnoBoro equipy ketonpodeny (KEE): ZHEJANG
RAYBOW PHARMACEUTICAL Co. Ltd, ZHEJANG
JIUZHOU PHARMACEUTICAL Co. Ltd, SIMS
Societa Italiana Medicinali Scandicci SRL
49. | DEPMAAPIH Masb, 20 mr/rmo 201 | PapmaueyTiwe AscTpis dapmaueyrTile dabpik AscTpis BHECEHHS 3MiH [0 peecTpaliinHuxX maTepiasis: 3MiHN 6e3 UA/8996/01/01
abo no 50 r, a6o no habpik MoHTaBiT 'M6X | TNy - NoAaHHsA HOBOro cepTuduikaTy BiAMNOBIAHOCTI peyenma
100 ry Ty6i; no 1 MoHTaBiT FTM6X €sponelicbkoi hapmakonei Ne RO-CEP 2015-098-
Ty6i B KQPTOHHIl Rev 01 Big BXe 3aTBEpPAXEHOr0 BUPO6HMKA AP]
ynakoBLj aondoeHiapaminy rigpoxiopuay
50. | AXA3 TabneTku, BKPUTI Baiiep Al HimeuunHa MepBUHHE Ta BTOPUHHE HimeyunHa BHECEHHS 3MiH j0 peecTpaLiiiHux MmaTepianis: 3MiHa 3a UA/5468/01/01
3a8BHMKa (BNacHvKa peecTpauiiHoro nocBig4eHHs) peyenmom

060/10HKOI0, M0 28
Tabnetok (24
TabneTtku CBITNO-
poxeBoro + 4
Tabnetku (nnaye6bo)
6in0ro konbLopy) y
6nictepi 3
camok/eiikoo
CTpiykoto; no 1
6nictepy y
KapTOHHIN nayui

nakyBaHHS, KOHTPO/Ib
SAKOCTI, BUMYCK cepii gns
aKTUBHOT TabneTku;
nepBrHHE Ta BTOPYHHE
nakyBaHHs1, BUMYCK cepil
ons "nnaue6o':
Baiiep Al', HimeuunHa;
Brpo6HMUTBO
Hepo3gracoBaHO! NpoayKLii
Ta NpPoBeAEHHS KOHTPO/IO
SIKOCTi AN1s «nauebo»:
Baiiep Al', HimeuunHa;
Bci cTtagii BupobHuuTBa ANs
aKTMBHOI TabneTkn Ta
«nnaueb6o»:
Baiiep Balimap Mvm6X i Ko.
Kr, HimeyunHa

(3rigHo Haka3zy MO3 Big, 23.07.2015 Ne 460): 3MmiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHs
Ta/abo agpecun micusa NPOBamXeHHS LisSIbHOCTI
BMPOOHVKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOUA0UN AiNbHULI BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
cepiii) 3MiHa Ha3BM BUPO6HWMKa N3,
BiANOBIAA/IbHOrO 3a NEpPBUHHE Ta BTOPUHHE
nakyBaHHs, BUNycK cepii, 6e3 3MiHW micus
BMPOOHULTBA. 3MiHM | TUNY - AQMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NpOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO JIiKapCbKOro 3acoby, BK/IKUaUN AiNbHULL
BWMYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/II0
AKOCTI. (JiS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/iMNOPTEP, HE BK/IKOYAKUM BUMYCK Cepili)
3miHa Ha3Bw BUpobHMKa /13, BignosigasbHOro 3a
BMPOGHMLTBO Hepo3dacoBaHOi MPOAYKLi Ta
nNpoBeAeHHSA KOHTPOII0 AKOCTI, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
CepTtudikat BignosigHocTi/l'E-cepTudikar
BiANOBiAHOCTI EBpONeichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a6o
BW/IYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NpPoaykTy, LWo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBuHY (cepTuddikaT BiAnoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOBIeHWIA
cepTuquikart Bif y)xe 3aTBepaKeHoro BUpobHuka -
MoAaHHA OHOB/IEHOTO cepTudikaTy BignoBiAHOCTI
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51.

E® ansa A®I ApocnipeHoH, Bif BXe 3aTBepayKeHOro
BUPOGHMKA, SKWIA 3MiHNB Ha3By 3 Bailep ®apma Al
Ha Baiiep Al', 6e3 3MiHW MiCLLe3HaXOKEHHS;
BUNPaB/IEHHS NOMU/IKM W00 Ha3BM BUPOOHUKa AD]
y p. «Cknag» MKA N13. 3miHu | Trny - 3miHm 3
akocTi. CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/moHorpadii. MogaHHsA Hoeoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a6o
BW/TyYEHHS cepTudikaTa BifgnoBigHOCTI
€sponelicbkili hapmakonei: gns A®I; onsa BuxigHoOro
Marepiany/peareHTy/npOMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; Ans
[OMNOMDKHOT peyoBUHY (cepTuddikaT BiAnoBIigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif, y)xe 3aTBEpAXEHOro BUPO6HUKA -
MoAaHHA OHOBNIEHOTO cepTudikaTy BigNOBIAHOCTI
E® gnsa A®| ETuHinectpagion, Bif Bxe
3aTBEPAKEHOrO BUPOBHUKA, KW 3MiHVB Ha3By 3
Baviep ®apma Al Ha Baiiep AT, 6e3 3MiHn
MiCLIe3HaXOKEeHHS; BUNPaB/IEHHA NOMWKA LLIOAO
Ha3Bu BUpo6HKKa ADly p. «Cknag» MKA N3. 3miHn
| Tvny - 3miHK 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI AiNbHUL BUPOBHMLITBA A1 YACTUHM
a60 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (iHWi 3MiHN) 3a3HaYeHHs
ChYHKL1 3aTBEPAKEHNX BUPOOHUKIB 4151 aKTUBHOI
TabneTku Ta "nnaye6o” BignoBiAHO peecTpauiiHnx
mMarepianis.

52.

IDKA3

[DKA3 MII0C

TabneTku, BKPUTI
0060/10HKOI0, N0 28
Tabnetok (24
TabneTtku CBiTNO-
poxeBoro + 4
Tabnetku (nnaue6bo)
6inoro konbopy) y
6nictepi 3
camoK/1eikoo
CTpiykoto; no 1
6nictepy y
KapTOHHI nayui

TabNeTKkn, BKPUTI

Baiiep Al

HimeuunHa

nepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO b
SKOCTi, BUNYyCK cepii gNns
aKTUBHOT TabneTku;
NnepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNycK cepii
Ans "nnaue6o”: baliep Ar,
HimeuunHa; BMpO6GHMLTBO
Hepo3dacoBaHoi MPOAYKL;i
Ta NpoBefAeHHsI KOHTPO/IO
AKOCTI ANA «Nnaue6o»:
Baiiep Al', HimeuunHa; BcCi
cTagjii BUpobHuULTBa AR
aKkTVBHOI TabneTkn Ta
«nnauebo»: baiiep Baiimap
'm6X i Ko. KI', HimeuynHa

HimeuunHa

BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianis: 3MiHU
Il TMny - 3MiHK B IHCTPYKLU|i AN MEANYHOTO
3acTocyBaHHs B po3ginu: "TpoTunokasaHHs",
"B3aemogis 3 iHWKMU NiKkapcbkumn 3acobamu Ta
iHLWIi BMAW B3aemogiin", "OcobmsocTi
3actocyBaHHsa", "lNepeno3yBaHHA"

3a
peyenmom

UA/5468/01/01

Baiep Al

HimeyunHa

[MepBUHHA Ta BTOPMHHA

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLliiiHuxX MaTepiasis: 3MiHa

3a

UA/12143/01/01




66

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

060/10HKO0, Ne 28:
no 24 TabneTku
POXEBOrO KOJbOPY i
no 4 Tabnetku
CBIT/10-OpaHXeBoro
Konbopy B 6nicTepi;
no 1 6nictepy B
KapTOHHI navui

ynakoBKa, A03BiN Ha BUMYCK
cepii:

Baiiep Al', HimeuunHa;
BMpOGHULTBO 32 NOBHUM
umknom: baliep Baiimap
m6X i Ko. KI', Himeuunna

3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4eHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460); 3MiHu |
MRy - AOMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBaIXeHHs OisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro sikapcbkoro 3acoby,
BK/IOYA0UM OiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiii) - 3MmiHa Ha3BM BNPOGHKMKA, 6e3 3MiHM Micus
BUPOGHUUTBA; 3MiHK || TUNYy - 3MiHK WoA0
6e3nekn/edeKkTnBHOCTI Ta hapmakoHarnsagy. 3MiHu
Y KOPOTKili XapakTepucTuL,i /likapcbKoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBMMMW AaHUMU 3 SIKOCTI,
LOKMIHIMHUMMK, KNIHIYHUMW JaHUMK Ta AaHUMK 3
thapmakoHarnsgy - 3MiHv BHeceHo A0 IHCTpykuii aons
MeAMYHOro 3aCTOCyBaHHS NikapCcbKoro 3acoby Ao
po3ginis "lMNpoTunokasaHHs","OcobmBoCTi
3acTocyBaHHs"

peyenmom

53.

DXXAKABI

Tabnetkv no 5 mr no
14 TabneTok y
6nictepi; no 4
6nictepu y kKopobui 3
KapToHy; no 60
TabneTok y h1akoHi;
no 1 conakoHy B
KOpOO6Lii 3 KapTOHY

Hosaprtic
Papma Al

LLseiuapis

BMPOGHWLTBO, KOHTPO/b
AKOCTi, NepBUHHE Ta
BTOPWHHE MaKyBaHHS,
BWMNYCK cepii: HoBapTic
dapwma LUTeitH AT,
LLiBeliLapis; KOHTPO/b
AKOCTi 3a BUHSATKOM
BU3HAYEHHS
MiKpPOGIONOrYHOI YNCTOTU:
dapmaHaniTuka CA,
LLIBeliLapis

Lseiuapis

BHECEHHS 3MiH [0 peecTpaLiinHuxX maTepiasis: 3MiHN
| TNy - 3MiHa agpecy BUPOGHMKA BUXIAHOMO
MaTtepiany A7(3-UMKI0NeHTUNaKPUIOHITPWA), WO
BMKOPUCTOBYETLCA Y BUPO6GHMLTBI AP| Ruxolitinib
BHAC/IAOK NepeHeceHHs1 BUPOOHMLITBA Ha iHLWY
BUPOBHMYY AiNSAHKY KOMMaHil

3a
peyernmom

UA/13456/01/01

54.

DXXAKABI

Tabnetkn no 15 mr
no 14 TabneTok y
6nicTepi; no 4
6nictepu y Kopobui 3
KapTOHY; no 60
TabneTok y chriakoHi;
no 1 dpnakoHy B
KOpOO6Li 3 KAPTOHY

Hosapric
dapma Al

Lseiiuapis

BUPOGHMLITBO, KOHTPO/Tb
AKOCTIi, NepBMHHE Ta
BTOPWHHE MaKyBaHHS,
BUNycK cepii: HoBapTic
dapma LTeiiH Al,
LliseliLapis; KOHTPOsb
AIKOCTi 32 BUHATKOM
BM3HAYEHHS
MiKpOG6i0M0riYHOI UNCTOTH:
dapmaHaniTvka CA,
LLiseiiuapis

LBeiiyapis

BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHU
| TMNy - 3MiHa agpecy BUPO6HMKA BUXIAHOMO
Matepiany A7(3-UMKI0NeHTUNaKPUIOHITPWA), WO
BMKOPUCTOBYETLCA Yy BUPOOGHULTBI A®I Ruxolitinib
BHAC/NIAOK NepeHeceHHs: BUPOOHMLTBA Ha iHLWY
BMPOGHWYY AiNSHKY KOMMaHii

3a
peyenmom

UA/13456/01/02

55.

DXXAKABI

Tabnetku no 20 mr
no 14 tabnetok y
6nictepi; no 4
6nicTepy y kopobui 3
KapTOHyY; no 60
TabneToK y dh1aKoHi;

Hosapric
dapma Al

LBeiuapis

BMPOGHMLITBO, KOHTPO/Tb
AKOCTi, NEepPBUHHE Ta
BTOPWHHE MaKyBaHHS,
BUNYycK cepii: HoBapTic
®dapma LLTeiiH AT,
LLIBeliLapisi; KOHTPO/Ib

LBeiiapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU
| TMNy - 3MiHa agpecy BUPOGHMKA BUXIAHOMO
MaTepiany A7(3-UMKIONEeHTUIaKPUAOHITPWA), WO
BMKOPUCTOBYETLCA Y BUPO6GHMLTBI AD| Ruxolitinib
BHAC/IOK NepeHeceHHs BUPOOHULITBA Ha iHLY
BUPOBHMYY AiNSIHKY KOMMaHil

3a
peuenmom

UA/13456/01/03
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no 1 dpnakoHy B
KOpOO6L 3 KAPTOHY

AKOCTi 32 BUHATKOM
BU3HAYEHHS
MiKpOG6IOOriYHOI UNCTOTH:
dapmaHaniTuka CA,
LLiBeliuapis

56.

OVMEKCU[-
Kod

pignHa ons
30BHILUHLOIO
3acTocyBaHHsA rno 50
My donakoHax

TOB "OKM
"®apmaueBTUYH
a habpuka"

YkpaiHa

TOB "OKnN
"®apmaueBTnyHa habprka”

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
YTOYHEHHA TepMiHy BBeAeHHA 3MiH B npoueci
npoueaypu BHeCeHHs 3MiH (Haka3 MO3 YkpaiHu
Ne 1810 Big, 04.10.2018) - 3miHu | TUNy -
AAMiHICTpaTUBHI 3MiHW. BuiyyeHHs1 BUPOGHMYOT
AinbHUUI (BKAOYaoumn AinbHuLi ana Ad®l,
NPOMKHOr0 NPOAYKTY abo roToBOro JlikapcbKoro
3aco0y, AiNbHULi 418 NPOBEAEHHS NakKyBaHHS,
BMPOGHWKA, BiANOBIfa/IbHOTO 3a BUMYCK Cepili, Micue
NpoBefeHHSI KOHTPO/II0 cepii) abo nocTavanbHrKa
BMXIZAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
BMPOGHWYOT AinbHuLi [13. BBegeHHA 3MiH
NPOTArom 6-T1 MicsiLiB NicnA 3aTBePAKEHHS.

6e3
peyenma

UA/5357/01/01

57.

AIAKAPB

Tabnetkv no 250 mr
no 10 TabneTtok 'y
6nictepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

dapmaLeBTUYH
nin 3aBof
"Monbchapma”
C. A

Monbwa

dapmaveBTUyHUIA 3aBos
"Monbhapma” C. A.,
Monblwa; MepgaHa ®apma
AkuioHepHe ToBapuCTBO,
MonbLa

Monbwa

BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
y3arasibHeHVX AaHux npo cuctemy chapmakoHarnsgy
(BBEAiEHHA y3arasibHeHUX AaHuX Npo cuctemy
hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, AKLL0 BoHA
BiAMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsagy (BkiYaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLeHHI macTep-
thaiina cuctemun chapmakoHarnagy) - 3miHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3pilicHeHHs hapMakoHarnsgy: rNponoHoBaHa
pegakuist: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0cobw, BiANOBiAabLHOI 3a
3[jiCHEHHs1 hapMakoHarnsay

3a
peuyernmom

UA/1252/01/01

58.

IOLEETAKCEN
KPKA

KOHLEHTpaT Ans
PO34nHy ana
iHdy3il, 20 mMr/mn no
1 mn (20 mr) a6o no
4 mn (80 mr), abo no
8 mn (160 mr)
KOHLEHTpaTy AN
PO34nHy ana

iHdpy3iil y chnakoHi;
no 1 dp/1akoHy B

KPKA, 4.4.,
Hoso mecto

CnoBeHisi

BiANOBIAA/IbHWI 32
BMPOGHMLTBO "“in bulk",
NepBUHHY Ta BTOPUHHY

yNaKoBKy:

IHTac ®apmacbioTnKan3
Nimviten, HAais;
BiANOBIAA/IbHWI 32
KOHTPO/b cepii:
BeccniHr YropmHa Kdr.,
YropuwuHa,

IHgis/
YropwmHa/
CnoseHis

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiiB: 3MiHN
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3acio.
3MiHN Y BUPO6HULTBI. 3MiHa iMNopTepa/3MiHu, Lo

CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha AKIA 34iACHI0ETLCS
KOHTPO/b/BUNPOGYBaHHSA cepii) BUPO6HMK BecciHr
YropwmHa KdT., YropLumHa 3miHie BUpoGHNYYy
AiNbHULIIO BigNOBiAabHY 3a KOHTPO/Ib cepii, LWo
posTawloBaHa 3a agpecot: H-1047, byganewrt, ®oTi

3a
peyenmom

UA/15818/01/01
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KapTOHHI Kopo6Lyi

BiANOBiAaIbHUI 3a
BTOPWHHY YNaKoBKY:
KPKA, a.4., HoBo mecTo,
CnoseHis;
BiNOBIfaNbHWIA 32
BTOPWHHY YNakoBKy Ta
BUNYCK cepil:
KPKA, a.4., HoBo mecrTo,
CnoseHis

yT 56, YropuvHa Ha 4iibHULo, Lo po3TalloBaHa 3a
agpecoto: 1045 bypaneLuT, AHOHIMYC yTua 6,
YropwHa. 3miHu | Tuny - 3MiHu 3 AKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€BpPONENChKiii
thapmakonei/MoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a6o
BWNYYEHHSA cepTudikarta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NpPoAaykTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; Ans
[OMNOMDKHOT peyoBMHY (cepTuddikaTt BiAnoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBui cepTudikaT Big,
BXE 3aTBEpPKEHOro BUPOGHUKA - MOLaHHA HOBOrO
Ceptudcpikaty RO-CEP 2015-047-Rev 00 gns A®l
[JoueTakcen Bif BXe 3aTBEPAXEHOr0 BUPOGHUKA
INTAS PHARMACEUTICALS LIMITED, India. 3MiHu
| Tuny - 3miHn 3 akocTi. CepTuddikat
BignosigHocTI/ITE-cepTudikat BignosigHoCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI
a60 BUIyYeHHs cepTudiikaTa BiANoBILHOCTI
€sponelicbkili hapmakonei: gns A®I; onsa BuxigHoOro
Marepiany/peareHTy/npOMIXHOTO MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BiAnoBIigHOCTI
€Bponeiicbki hapmakonei) - HoBui cepTudikaT Big,
HOBOro BUPOGHUKa (3amiHa abo LONOBHEHHS)
BBE/leHHs HOBOTO BUpoOHUka A®I JoueTakcen
Polymed Therapeutics, Inc., China 3 nogaHHsaM
HoBoro Ceptudgikata RO-CEP 2012-029-Rev 00.

59.

EBPA®

nnacTmp -
TpaHcaepMasibHa
TepaneBTU4Ha
cuctema (TTC), no 1
nnacTvpy B NakeTi i3
namiHoBaHoro
nanepy i
anomiHieBoi
dhonbru; no 3 naketn
B NPO30pOMy
nakeTuky 3
noniMepHoI NNiBKuK;
no 1 a6o 3
Npo30pMX NaKeTUKn
(33abo9
naacTvpsiMun) pasom

TOB "[>XOHCOH
& HKOHCOH"

Pociicbka
depepauis

BMPOGHMLITBO
Hepo3hacoBaHOro NPoAyKTy
Ta nepsuHHa ynakoska: J/ITC

JNlomaHH TepaneBTuyHi
Cuctemu AT, HimeuunHa,;
BTOPUHHA YNaKoBKa Ta
BUMYCK Cepii: AHcceH
dapmaueBTuka HB, Benbris

Himeuuunna/
Benbris

BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN
Il TNy - 3MiHK B IHCTPYKLUiO 415 MeAUYHOro
3aCcTOCyBaHHSA B po3ainn "®apmakonorivHi
BractmsocTi", "MpoTunokasaxHs", "Ocobnusi 3axoam
6e3nekn”, "B3aemogis 3 iHWMMU NliKapCbKuMm
3aco6amMu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mo6iuHi peakwyii"

3a
peyernmom

UA/2051/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
3i cneuiasibHUMK
HakneikaMmu Ha
KaneHngap ons
Nno3Ha4okK rnpo
BVIKOPUCTaHHSA
nnactupy (TTC) y
KapTOHHI ynakoBLi
60. ENIFAPA 22,5 MIC | nopoLuok s AcTtennac HigepnaHg BiANOBIAA/IbHWI 32 HigepnaHgn/ | BHeCEeHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHN 3a UA/5758/01/02
NpUroTyBaHHsa dapwma tOpon n BTOPUHHY YNakoBKy Ta CLWA Il TMny - 3MiHK JO IHCTPYKUIT ANS MeAUYHOro peyenmom
pPO34mHy ang b.B. BUNYyCK cepii: AcTennac 3acTocyBaHHA B po3ain "Cnocib 3acTocyBaHHA Ta
NiAWKIPHUX iH'EKLIA ®apma HOpon b. B., [03n", a came B |HCTPYKL,HO LOA0 3aCTOCYBaHHS i
no 22,5 wmr; Higepnangw; NOBOKEHHA 3i Wnpuuamv. BBegeHHs 3MiH
KOMMNEKT MIiCTUTb 2 BiANOBiAabHUI 3a npotArom 6 micauiB nicnA sarBepAKeHHs
NoTKu: 1 NoToK BMPOGHMLTBO Wnpuua A:
MiCTUTb NnonepegHLO Tonmap IHk., CLUA,
HanoBHEHWIA WnpuL, BiNOBIgaNbHWIA 3a
A 3 PO34YNHHMKOM BMPOGHMLTBO LWNpuLa A,
(noni(DL-nakTna-Ko- wnpuua b, kiHueBy
rnikonig) nonimep, yrnakoBKy Ta KOHTPO/b
N-meTun-2- SIKOCTI:
niponigoH) no 457 Tonmap IHk., CLUA;
Mr, NopLUEeHb BiANOBiAabHMI 3a
wnpuua b ta BMPO6HMLTBO Wwnpuua b:
nakeTuvk 3 KanmxuH 6iodapma N1/1C.,
BOJIOrONOr/IMHaoum CWA
M areHToMm; 2 fI0TOK
MICTUTb nonepeaHLo
HanoBHEHWIA WnpuL,
b 3 nopotukom,
CTEPUSIbHY TONKY Ta
nakeTuvk 3
BOJIOrONOr/IMHaYn
M areHToMm,
KOMM/IEKT y
KapTOHHI Kopo6Lii
61. ENIFrAPA 45 MI" NOPOLLOK A/1A AcTennac HigepnaHg BiANOBiAa/bHWIA 32 Higepnangn/ | BHECEHHS 3MiH [0 peecTpavyiiiHuX maTepianis: 3MiHU 3a UA/5758/01/03
NpUroTyBaHHs ®apma KOpon n BTOPUHHY YNakoBKy Ta CLA Il TMRy - 3MiHW 0 IHCTPYKUIT ANA MeANYHOro peyernmom
pO34nHy s B.B. BMNyCK cepii: Actennac 3acTocyBaHHA B po3ain "Cnocib 3acTocyBaHHA Ta

NiALWKIPHUX iH'EKLIA
no 45 Mr; KOMNAeKkT
MICTUTb 2 NoTkn: 1
NOTOK MICTUTb
nonepegHL0
HaMOBHEHWI WNpuL,
A 3 PO3YMHHUKOM
(noni(DL-naktng-ko-
rnikonig) nonimep,

dapwma tOpon b. B.,
HigepnaHaw;
BiANOBIAaIbHUI 3a
BMPOGHMLTBO LWnNpuua A:
Tonmap IHk., CLUA;
BiANOBIAaIbHUI 3a
BMPOGHMLTBO LWNpuua A,
wnpuua b, KiHueBy
yMakoBKy Ta KOHTPO/1b

[o3n", a came B IHCTPYKL,itO WOoA0 3aCTOCYBaHHSA i
NOBOKEHHSA 3i WnpuuaMmn. BBegeHHA 3MiH
npoTtArom 6 micauiB nicnA saTBepAKEHHsA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
N-meTun-2- AKOCTI:
niponigox) no 434 Tonmap IHk., CLUA;
M, NOpLUEHb BiANOBiAA/IbHWIA 32
wnpuua b ta BMpPOOGHULTBO Wwnpuua b:
nakeTuk 3 KaHmpxuH 6iodapma /1/1C.,
BOJIOTONOr/IMHaoun CLIA
M areHToM; 2 /I0TOK
MiCTUTb NonepegHLo
HanoBHEHWI WnpuL,
B 3 nopotukom,
CTEPWUIBHY TONKY Ta
nakeTvK 3
BOJ10rONor/IMHayu
M areHToMm,
KOMI/IEKT y
KapTOHHIN KopobLli
62. ENIFAPA, 7,5 MI' NOPOLLIOK A/15 AcTtennac HigepnaHg BiANOBIAA/IbHWI 32 HigepnaHgn/ | BHeCEeHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHN 3a UA/5758/01/01
NpUroTyBaHHsa $apwma tOpon n BTOPUHHY YNakoBKy Ta CLWA Il TMny - 3MiHK JO IHCTPYKUIT AN MeAUYHOro peyenmom
pPO34MHy ans b.B. BUNYyCK cepii: AcTennac 3acTocyBaHHA B po3ain "Cnocib 3acTocyBaHHA Ta
NiAWKIPHUX iH'EKLIA ®apma HOpon b. B., [03n", a came B |HCTPYKL,IO LLOA0 3aCTOCYBaHHS i
no 7,5 Mr, KOMNaexkT HigepnaHgu; NoBOKEHHS 3i WwWhpuuavv. BBegeHHA 3MiH
MICTUTb 2 noTku: 1 BiANOBiAabHMI 3a npotArom 6 micauiB nicnAa sarBepAKeHHs
NIOTOK MICTUTb BMPOGHMLTBO Wnpuua A:
nonepegHLo Tonmap IHk., CLUA,
HanoBHEeHWIA WnpuL, BiNOBIgaNbHWIA 3a
A 3 PO34YNHHMKOM BMPOGHMLTBO LWnpuLa A,
(noni(DL-nakTna-Ko- wnpuua b, kiHueBy
rnikonig) nonimep, yrnakoBKy Ta KOHTPO/b
N-meTun-2- AKOCTI:
niponigoH) no 343 Tonmap IHk., CLUA;
Mr, NopLUEeHb BiANOBiAabHMI 3a
wnpuua b ta BMPO6HMLTBO Wnpuya b:
nakeTuvk 3 KanmxuH 6iodapma N1/1C.,
BOJIOrONOr/IMHaoum CWA
M areHToMm; 2 fI0TOK
MICTUTb nonepeaHLo
HanoBHEHWIA WnpuL,
B 3 nopotukom,
CTEPUSIbHY TONKY Ta
nakeTuvk 3
BOJIOrONOr/IMHaYn
M areHToMm,
KOMM/IEKT y
KapTOHHI Kopo6Lii
63. EMAHEPA® Kancynu KPKA, a.4., CnoBeHis BMPOGHMLTBO "“in bulk", CnoseHis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a UA/12801/01/01
KMLLIKOBOPO3UMHHI MO Hoso mecTo nepBuHHE Ta BTOPUHHE TeXHiYHa NoMUIIKa B IHCTPYKLIT 4719 MEeANYHOro peyernmom

20 Mr; no 7 kancyny

nakKyBaHHA, KOHTPO/1b Ta

3acTocyBaHHsi. BBefjeHHsi 3MiH NPOTArom 6-Tn
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
6nicTepi; no 1, 2 abo Bunyck cepii: KPKA, a.4., MmicsaUiB nicnAa 3aTBepAKeHHs
4 6nictepu B HoBo mecTo, CroBeHis;
KapTOHHI Kopo6Lyi KOHTPO/b cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHis
64. | EMAHEPA® Kancysnm KPKA, a.4., CnoBeHis BMPOGHMLTBO "“in bulk", CnoBeHis BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a UA/12801/01/02
KMLLKOBOPO34MHHI NO HoBo mecTo nepBUHHE Ta BTOPUHHE TEXHiYHa NOMWKa B IHCTPYKLiT 418 MeAUYHOro peyenmom
40 mr; no 7 kancyny nakyBaHHs, KOHTPO/Ib Ta 3acTocyBaHHs. BBe,eHHA 3MiH NPOTArom 6-tn
6nicTepi; no 1, 2 abo Bunyck cepii: KPKA, g.4., MicALiB nicnsa 3aTBepAKeHHA
4 6nictepu B HoBo mecTo, CnoBeHis;
KapTOHHI KOpoOL; KOHTPO/b Cepii:
KPKA, a.4., HoBo mecTo,
CrnoseHis
65. EHBPEN® PO34MH ANS iH'EKi, Mdpaiizep CLWA MapKyBaHHs, NakyBaHHS, Benuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/16786/01/01
50 mr/mn; 4 Eiiy.Ci.Mi. BUNYCK Cepii roToBOro BpuTaHis/ TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenmom
nonepegHL0 KopnopeiiLuH niKkapcbKoro 3acoby: Ipnangis/ 23.07.2015 Ne 460) TexHi4Hy NOMW/IKY BUNPaBIEHO
HanoBHEHI LNpULM Baet ®apmaceyTukasnc, Himeuunna/ B IHCTPYKLUIiT 4719 MEANYHOrO 3aCTOCYBaHHSA
no 0,5 mn (25 mr) Benvika bputaHisi; Benbris nikapcbKoro 3acoby y TekcTi po3giny "lNokasaHHsA", a

a6o no 1 mn (50 wmr),
abo 4 nonepegHb0
HanoBHEHI pyyKmM Mo
1 mn (50 mr), 4
TammMoHu 3i CNMPTOM
y N1acTUKOBOMY
KOHTelHepi;
naacTVKoBWiA
KOHTelHep y
KapTOHHI Kopo6Lyi

BUPOBHMULTBO | KOHTPO/b
AKOCTI NPOMDKHOTO MPOAYKTY
50 Mr/M/1; KOHTPOSb AKOCTI
nikapcbKoro 3acoby B
nonepegHbL0 HaNoOBHEHNX
LnpuLax; TecTyBaHHs
nonepefHbL0 HaNoOBHEHNX
pyuoK:

Mdpaiizep IpneHg,
dapmaceyTukanc, lpnangis;
BVMPOGHWLTBO | KOHTPOb
AKOCTi NPOMIXXHOr0 NPOAYKTY
50 mr/mn Ta nikapcbKoro
3acoby B nonepeaHbo
HamnoBHEHMX LINPULAX:
BepuvHrep IHrenbxaim
dapma N'vbX & Ko. KT,
HimeuunHa,
BUPOBHMULTBO | KOHTPO/b
AKOCTI JTiKapCbKOro 3acoby B
nornepeAHbL0 HanoBHEHUX
Linpuuax, kpim TecTis
"BioaHani3 anonTosy" Ta
"KinbkicHe BU3HaueHHs
3B S13yBa/IbHUX peLenTopis”;
CKMafiaHHs i TeCTyBaHHS
nornepeAHbL0 HanoBHEHUX

py4oK:
Mdbaiizep MeHoekvypyHr

came, TepMiH "JlikyBaHHsi EHTEPUT acoLlilfioBaHOro
apTpuTy..." BUNPaB/IEHO Ha BipHWUI TEPMIH
"/likyBaHHS1 €HTE3UT acoLiiiloBaHOro apTputy...".
TexHi4YHy NoOMWNKy BUNpaBreHo B KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby y TekcTi
po3giny 4.1. "TepaneBTUYHI NOka3aHHSA", a came,
TepMmiH "/likyBaHHA eHTepUT acoLilioBaHOro
apTpuTy..." BUNpaB/IEHO Ha BipHUIi TEPMIH
"/likyBaHHS1 €HTE3UT acoLiiiloBaHOro apTputy...".
3a3HaueHe BUNpaB/IeHHS BignNoBigae apXiBHUM
mMartepiasiam peecTpaLiiHoro gochLe.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Benbria HB, benbris;
BVMPOGHULTBO | KOHTPONb
SIKOCTi NikapcbKoro 3acoby B
nonepeaHbLO HaNOBHEHWX
Lwnpuruax:

BeTtep ®apma-®PepTuryHr
vM6X & Ko. KI, HimeuuunHa;
Bi3yaslbHUiA KOHTPO/b
nonepeaHbLO HaNnOBHEHNX
LUNPULIB; KOHTPO/b SIKOCTI
nikapcbKoro 3acoby B
ronepeaHbL0 HanoOBHEHNX
Lnpuruax:

Betep ®apma-®epTuryHr
vM6X & Ko. KI, HimeuuunHa;
Bi3ya/lbHUiA KOHTPO/b
nonepegHbL0 HaNoOBHEHNX
LUNPULIB; KOHTPO/b AKOCTI
nikapcbKoro 3acoby B
nonepegHbL0 HaNoOBHEHNX
Lwnpuruax:

BeTep ®apma-depTuryHr
'm6X & Ko. KI', HimeuuuHa;
Bi3yasIbHUIA KOHTPO/Tb
nonepeaHbLO HaNOBHEHWX
LUNPULIB; CKNaAaHHs i
TeCcTyBaHHs nonepeaHL0
HamMoBHEHVX PYYOK:
Betep ®apma-®epTuryHr
vM6X & Ko. KI, HimeuuunHa;
Bi3ya/lbHUiA KOHTPO/b
nonepeaHbL0 HaNoOBHEHNX
LUNPULIB; CKNaAaHHS i
TeCcTyBaHHs nonepeaHLo
HarMoBHEHWX PYYOK:
BeTtep ®apma-®PepTuryHr
MM6X & Ko. KI', HimeyunHa

66.

EHBPEN® NIO

niogpinizat gna
PO3UMHY ANS iH'EKLi
no 25 mr; 2 chnaxkoHu
3 niogpinizarom, 2
nonepegHLo
HanoBHEHI LUMPNLK 3
PO34UMHHMKOM (BOAA
Ons iH'ekuiid) no 1
MJ1, 2 OKpeMi rosiku,
2 agantepu oo

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiLuH

CLWA

MapKyBaHHS, NakyBaHHS,
BWMYCK Cepii rOTOBOro
niKkapcbKoro 3acooby:
BaeT ®apmaceyTtukasnc,
Benuka bBpuTaHis;
KOHTPO/Ib AKOCTI
niodpinizarty:
Mdpaizep IpneHg,
dapmaceyTukanc, lpnaHgis;
BVMPOGHULITBO | KOHTPO/b

Benuka
BpuTanis/
Ipnangis/

Himeuuunna/
Benbrisi/

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) TexHi4Hy NOMWIIKY BUNPaBIEHO
B IHCTPYKLIiT 4719 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y TekcTi po3giny "lNokasaHHsA", a
came, TepMiH "JlikyBaHHsi EHTEPUT acoLlilfioBaHOro
apTpuTy..." BUNPaB/IEHO Ha BipHWUI TEPMIH
"JlikyBaHHS1 EHTE3UT acoLiiiloBaHOro apTputy...".
TexHi4YHy NoMWNKy BUNpaBreHo B KopoTkili
XapaKTepuCTULL NiKapcbKoro 3acoby y TeKCTi

3a
peyernmom

UA/16787/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
thnakoHa, 4 AKOCTI niogoinisary: po3giny 4.1. "TepaneBTUYHI NOka3aHHS", a came,

TamrnoHu 3i CNMPTOM
y NAacTUKoBOMY
KOHTeliHepi; 2
NIacTUKOBUX
KOHTEeWHepn B
KapTOHHI Kopo6Lyi

BepuHrep IHrenbxainm
®apma N'm6X & Ko. KT,
HimeuuunHa;
BVMPOGHULTBO | KOHTPONb
AKOCTI niodpinizary, kpim
TecTiB «bioaHani3
anontosy» Ta «KinbkicHe
BU3HAYEHHS 3B’A3yBa/IbHUX
peuenTopiB». BUpo6HMLTBO
PO3UMHHYMKA Y LUNPULAX;
Bi3yasIbHUIA KOHTPO/Tb
PO3YMHHVKA; KOHTPO/Tb
AKOCTI PO3UYMHHUKA NpK
BWMYCKY Ta AOCAiMKEeHHI
cTabinbHoCTI:
Mdpalizep MeHodekyypuHr
Benbria HB, Benbris;
cKnafjaHHa cucTemm
3aKynoptoBaHHs
PO3YMHHVIKA; Bi3yasibHUN
KOHTPO/1b, KOHTPO/Ib AKOCTI
npy BUMycKy Ta
[ocnigpkKeHHst cTabinbHOCTI
PO3YMHHYIKA:

Betep ®apma-®epTuryHr
'v6X & Ko. KI, HimewunHa;
BMPOOHMLTBO PO3YMHHUKA Y
LUNpULax; BisyasibHWIA
KOHTPO/Ib PO3YNHHWKA;
KOHTPO/b AKOCTI
PO3YMHHWMKA NPU BAMYCKY Ta
npu AOCNIgKEHHI
cTabinbHoCTI:

Betep ®apma-®epTuryHr
'v6X & Ko. KI, HimewunHa;
Bi3ya/lbHUIA KOHTPO/b Ta
LocnigpkeHHs cTabinbHOCTI
PO3UMHHYIKA:

BeTep ®apma-depTuryHr
'm6X & Ko. KI, HimeuuuHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3UMHHYIKA:

Betep ®apma-®PepTuryHr
'v6X & Ko. KI, HimewunHa;
Bi3ya/lbHUiA KOHTPO/b
PO3YMHHYKA:

TepMiH "flikyBaHHA eHTepUT acoLiiioBaHOro
apTpuTy..." BUNPaB/IEHO Ha BipHUIA TEPMIH
"/likyBaHHS1 @HTE3UT acoLliiioBaHOro apTputy...".
3a3HayeHe BUMNpaBEeHHA BigNoBigae apxiBHUM
martepianam peecTpauiiHoro JOCbe.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
BeTep ®apma-depTuryHr
v6X & Ko. KI, HimeyunHa
67. | EPOLUENTUH- necapii no 18,9 mr TOB YkpaiHa TOB "®APMEKC IrPyn" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHU 3a UA/14003/01/01
DAPMEKC no 5 necapiis y "®APMEKC | TMNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTepi; no 1 abo 2 reyn" HallMeHyBaHHA Ta/abo agpecy 3asiBHMKa (BlacHuka
6nictepy B nav,i peecTpauiiHoro noceigyeHHs) 3miHa agpecu
KapTOHHii 3asBHVKa: BeieHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepakKeHHs
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu MicLsA NPOBaXEHHS
AiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOYAKUN Ai/TbHNL BAMYCKY
cepii abo MicLe NpoBeAeHHS KOHTPOJIKO AKOCTI.
(misnbHiCcTb, 3a AKy BignoBsigae BUPO6HMK/iMnopTep,
BK/IOUa0UM BUMYCK cepili) 3MiHa agpecy BUPOGHMKa
TOB "®APMEKC I'PYIM", ¥YkpaiHa 6e3 3miHn Micus
BMPO6HUMLTBA. BBEAEHHSA 3MiH MpOTAroM 6-Tu
MicALiB Mic/1A 3aTBEPAKEHHS.
68. EXIHALESA- Tabnetku no 100 mr TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peECTpaLiiiHuX maTepianis: 3MiHN 6e3 UA/5915/01/01
ACTPA®APM no 10 TabneTok y "AcTpadhapm" Il TMny - 3MiHKM Woao 6e3nekn/edPeKTUBHOCTI Ta peyenma
6nicTepi; no 2 thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
6nictepu y Kopobui 3 3000B'A13aHb Ta YMOB BUJadi peecTpaLuiiHoro
KapTOHY noceigyeHHs, BkNtoyaoun MNMnax ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaraTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[0[AaTKOBUM JaHuUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpPraHom) -
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 gogatky 15 go Mopsaky nposefeHHs
eKcnepTu3n peecTpauiiHnx Martepianis Ha nikapcbki
3aco6w, Lo NoJalTbCsA Ha AePXKaBHY peecTpaLiio
(nepepeecTpaLito), a TakoX ekcrnepTu3n marepiasis
NpO BHECEHHS 3MiH [0 peecTpauiliHix matepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
69. | 3E®PDIKC™ PO34MH OpasibHUiA, 5 nakcoCwmitTKns Benvka nakcoCMmiTKNANH IHK. KaHaga BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHM 3a UA/10590/01/01
mr/mn no 240 mny nH ExkcnopT BpuTaHis Il TMNy - 3MiHW 0 IHCTPYKUIT A8 MeANYHOro peyenmom
thnakoHi; no 1 Nimiten 3aCTOCyBaHHA y po3ainu: "dapmMakonorivHi
(pN1akoHy B BNACTMBOCTI", "B3aeMOZisi 3 iHLUMMM NiKapCbKUMMN
KOMMNEKTI 3 3aco6amu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocTi
[,03yHUMM LWnpuLem 3acTocyBaHHs", "3acTocyBaHHA y nepiof BariTHoCTi
Ta agantepom ans abo rogyBaHHsa rpyaar”, "Aitn" (pegaryBaHHs),
Lwinpuua B Kopobui 3 "Mo6iyHi peakuii”. BBegeHHA 3MiH NPOTATroM 6-Tn
KapTOHY MicAliB nicnsa 3aTBepAKeHHSA
70. | 3BE®PIKC™ TabNeTKN, BKPUTI nakcoCwmitKns Benvka nakco OnepeiwHc KOK Benvka BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM 3a UA/10590/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nniBKOBOKO H EkcnopT BpuTaHia Nimiten, Benvka bputaHis; BpuTaHis/ Il TMNYy - 3MiHW [0 IHCTPYKUIT AN1S MeANYHOro peyenmom
060n0oHkoto, no 100 Nimiteq rnakcoCmiTKnsiiH Monbwa 3aCTOCyBaHHA y po3Ainu: "®apmakonorivHi
Mr o 14 TabneTtok y dapmacbioTrkans C.A., BnacTmBocCTi", "B3aeMogis 3 iHLLMMM NiKapCbKUMMN
6nicTepi; no 2 MonbLa 3aco6amMu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocCTi
6nictepn y 3acTocyBaHHSA", "3acToOCyBaHHS Yy nepiog BarirTHOCTI
KapTOHHI ynakoBLi abo rogyBaHHs rpyaao”, "Aitn" (pegaryBaHHs),
"Mo6iyHi peakuji”. BBeAeHHA 3MiH NPOTAToM 6-Tn
MicALiB nicnsa 3aTBepAKeHHSA
71. | IBY®EH® cycneHsis opasibHa 3 | ®apmaueBTUYH Monbwa MepaHa ®apma AkuioHepHe Monbwa BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasnis: 3MiHN 6e3 UA/14437/01/01
DOPTE MasIMHOBUM uii 3aBog, ToBapucTso | TMNY - 3MiHWM BHECEHI 10 TEKCTY MapKyBaHHS, Y peyenma
apomartom, rno 200 "MONIbOAPMA" 3B'A3KY i3 CKNaAHICTIO PO3MILLEHHS YCbIO
Mmr/5 mn, no 40 mn C.A. 3aTBEPKEHOr0 TEKCTY Ha NEPBUHHINA ynakoBLi
a6o no 100 mny niKkapcbKoro 3acoby
hnakoHi; no 1
dhnakoHy 3i
LUINPYLOM-
[,03aTOPOM Y
KapPTOHHI Kopobui
72. IBY®EH® CycrneHsis opanibHa 3 | dapmaueBTUYH Monbla MepaHa ®apma AkLioHepHe MonbLa BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHU 6e3 UA/12829/02/01
POPTE NONYHUYHUM uii 3aBof, ToBapucTtso | TMNY - 3MiHW BHECEHI A0 TEKCTY MapKyBaHHS, Yy peyenma
apomaTtom, no 200 "MONb®APMA" 3B’A3KY i3 CKNaAHICTIO PO3MILLLEHHS YCbro
mr/5 mn, no 40 mn C.A. 3aTBEPKEHOr0 TEKCTY Ha NEPBUHHIN ynakoBLi
a6o no 100 mny NiKapcbKoro 3acoby
hnakoHi; no 1
hnakoHy 3i
LUINpULOM-
[,03aTOpOM Y
KapTOHHI Kopo6Lyi
73. IMYHOKIHJ, Tabnetkn no 150 [Loiiue HimeuunHa [Loiiue XomeonaTi-YHioH HimeuunHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW 6e3 UA/5397/01/01
TabneToK y hriakoHi; Xomeonari- OXY-ApuHaiimitTens M6X | TNy - 3miHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenma
no 1 conaxkoHy B YHioH AXY- & Ko. KI hapmakoHarnsgy. BeegeHHs abo 3miHu o
KapPTOHHI KOpooL;i ApuHalimiTTenb y3arasibHeHUX AaHux Npo cuctemy hapmakoHarnsgy
v6X & Ko. KI (BBELEHHSA y3araslbHEHUX AaHUX NPO cUcTemy

thapmakoHarnagy, 3miHa ynosHoBaXKeHoi ocoou,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHUKa Ans
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOI 0CO6W, BignoBigasibHOT
3a 3gjlicHeHHs chapmakoHarnsagy (Bknyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLieHHi macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
yNOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
thapmakoHarnag: npornoHosaHa pegakuis - Dr.Anja
Hofner/ [p. AHA FochHep. 3MiHa KOHTAKTHUX AaHNX
yMNOBHOBaXeHOT 0cobu, BignoBiaanbHOT 3a
hapMakoHarnsag. 3miHa KOHTakTHOT ocobu,
Bi4NoBiAa/IbHOI 32 hapmakoHarns4: NponoHoBaHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
pefakuist - BoliTeHko AHTOH [eopriiioBuy. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u,
Bif4noBiAa/IbHOI 32 hapmakoHarnsg
74. IHFANINT-KM cnpeii no 30 mny AT "CTOMA" YkpaiHa AT "CTOMA" YkpaiHa BHECEHHS 3MiH [J0 pEECTPALiiHMX MaTepianis: 3MiHU 6e3 UA/0827/01/01
6as10Hi 3 KnanaHom Il TNy - BBEAEHHA anbTepHATMBHOIO BUPOOHMKA peyenma
HacOoCHOro Tumny; no ans A®| Ctpentoumg, po3unHHuin TOB "®APMXIM",
1 6asioHy B YkpaiHa
KOMM/IEKTI 3
posnvnioBavem B
nauui 3 KApToHy
75. IHXKECTA® OKCI | po3uvH Ans iH'ekuii MAT "®apmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN 3a UA/8922/01/01
12,5% B eTnnoneari | TMNy - 3miHa po3mipy cepii (BKItoYaoUn gianasoH peyenmom
no 1 mn B amnyni; po3Mipy cepil) roToBOro NikapcbKoro 3acoby —
no 5 a6o 10 amnyny BHECEHHS 40A4AaTKOBOrO po3Mipy cepii roToBOro
nauui; no 1 mn B nikapcbKoro 3acoby. 3anponoHoBaHo: Po3mip cepii
amnyni; no 5 amnyn 80 n (71 Tuc. amn.), 100 n (89 Tuc. amn.), 145 n (130
y 6nicTepi; no 1 abo Tnc. amn.), 250 n (224 Tuc. amn.)
2 6nictepu y nauu;j 3
KapTOHY
76. IHTErPUNIH PO34MH AN iH'EKLi, nakcoCwmiTKns Benvka nakco OnepeiwHc FOK Benvka BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW 3a UA/5840/02/01
2 mr/mn, no 10 mny nH Ekcnopt BpuTaHis Nimiten BpuTaHis | TNy - 3MiHa HalimeHyBaHHS Ta/abo agpecu micus peyenmom
chnakoHi 3i ckna; no Nimiten NPOoBaPKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/IHOYA0UM,
1 conakoHy B 3a HeobXiAHOCTI, MicLe MPOBEAEHHST KOHTPOSTHO
KapTOHHI Kopo6Lyi AKOCTi), ab0 BnacHuka macTep-caiina Ha A®l, abo
noctavanbHuka A®l/suxigHoro
MaTepiany/peareHTy/MpoMIKHOrO NPOAYKTY, WO
3aCTOCOBYHOTbCS Y BUPO6HULTBI ADI - 3MiHa Ha3BK
BMpo6HUKa APl enTudibaTngy, 6e3 3miHu micus
BMPOGHULTBA
77. IHPAHPUKC cycneHsia (DTPa- "nakcoCmiTKns Benuka nakcoCMmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peeCTpaLiiiHUX maTepianis: 3MiHU 3a UA/16235/01/01
FEKCA™/INFANR | HBV-IPV) ansa H EkcnopT BpuTaHia Bionogxikans C.A. | TMNYy - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOro peyernmom
IX HEXA™ iH’ekuii no 0,5 mn (1 Nimiteq nikapcbKoro 3acoby - 3amiHa cepii BHYTPILLHLOTO
KOMBIHOBAHA [o3a) Ta nioginisar CTaH[apTHOro 3paska 41 igeHTudikauii Ta
BAKUMHA AnA (Hib); 1 nonepeaHL0 BM3HAYEHHS aKTMBHOCTI HBSAQ y roToBOMY
MPO®DITAKTUKWN | HanoBHeHwW NpoAyKTi; 3MiHu | TNy - 3MiHa y meTogax
LUNOTEPII, 0HOPAa30Buii BUNPOBYBaHHS rOTOBOrO NlikapCcbKoro 3acoby;
NMPABLA, wnpuy (o 0,5 mn (1 CyNyTHA 3MiHa: 3MiHa napameTpiB cnevudikawii
KALUMOKY [03a)) Y KOMIMJIEKTi 3 Ta/abo [oMyCTUMUX MeX roTOBOro MiKapCbKoro
(ALLEENONAPHN ABOMa ronkamu ta 3aco0by - nepe3aTBepixeHHs AHaNITUYHOI
N KOMMOHEHT), | dnakoH 3 HopmaTuBHOI fokymeHTauii (AHA) Ha MeToamn
FENATUTY B, niodpinizatom (Hib) KoHTponto sikocTi (MKSA) 3 MmeToto npuBedeHHs 4o

noniomMienity
TA
3AXBOPIOBAHDb,
3BYAHNKOM
AKX €
HAEMOPHILUS

ana 1 nosu, wWwo
3MiLLYOTbCA nepes
BVIKOPUCTaHHAM, Y
nnacTukKoBomy
KOHTelHepi; no 1
abo no 10

BMMOTr Hakasy MO3 Ykpainu Ne460 Big 23.07.2015
P; 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI
Ta dpapmakoHarnsgy - 3amiHa rpadivyHoro
0)OPMNEHHS YNaKkoBOK Ha TEKCT MapKyBaHHS 3
METOI NPUBELEHHS Y BiANOBIAHICTL A0 BUMOT
Hakasy MO3 Ykpainu Ne 426 Big 26.08.05 (y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
INFLUENZAE N1acTUKOBMUX pepakuii Hakazy MO3 YkpaiHn Ne460 Bif
TMny B KOHTelHepiB y 23.07.2015 p.) Ta BUMor €®; 3miHu Il Tvny - 3mMiHa y
KapTOHHI Kopo6Lyi MeToAax BUNpoGyBaHHS roTOBOrO J1iKapCbKoro
3aco0y - 3MiHW [0 METOAUKY BU3HAYEHHS
ineHTudikauii Ta aktuBHocTi HBSAg npu koHTponi
roToBOi BakuynHN. TepMiH BBeAE€HHS1 3MiH
NPOTArom 6-T1 MicsuiB NicnA 3aTBepAKEHHSA
78. IHOAHPUKC cycneHsia (DTPa- nakcoCwmiTKns Benuka nakcoCwmiTKnsiiH Benbris BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW 3a UA/16235/01/01
FEKCA™/INFANR | HBV-IPV) ans nH Exkcnopt BputaHis Bionoaxikans C.A. | TNy - 3mMiHK B Npoueci BUpo6HuLTBa AdI| peyenmom
IX HEXA™ iH’ekuiii no 0,5 mn (1 Nimiteq (He3HayHa 3MiHa y npoueci BUpo6bHuLTBa AdI) -
KOMBIHOBAHA [03a) Ta nioginisat BWTYYEHHS eTany foAaBaHHS CUMIKOHY A0
BAKUVHA ANnd (Hib); 1 nonepeaHbO niHoracHuka Antifoam SAG471 ansa ctepunisauii
NMPO®ITAKTUKA HanoBHEHUIA ioro aBTOK/1aBYBaHHAM Nepes, BUKOPUCTaHHAM nig,
BUNOTEPII, 04HOpa30Bwii yac npouecy epmeHTaLii npy BUPOGHNLTBI
MPABLS, wnpuy (Mo 0,5 mn (1 aHTUreHy renaTuTy B, 6e3 3miHM y npoueci
KALLU/TIOKY [,033)) Y KOMMJIeKTi 3 BMPOOHULTBA
(ALENONAPHA [BOMa rosikamm ta
N KOMMOHEHT), | dnakoH 3
FENATUTY B, niodpinizatom (Hib)
noniomMienity ona 1 nosu, wo
TA 3MiLyOTbCA nepes
3AXBOPIHOBAHb, | BukopucTaHHAM
36YAHNKOM (wnpwy, 3 ronkamu
AKNX € 3aKpUTi TYMOBUMU
HAEMOPHILUS KoBMnavkamu); aBi
INFLUENZAE ronku (ogHoro
TNy B po3mipy), Wwnpuy, Ta
dhnakoH repMeTUHHO
3anakosaHi y
NAacTUKOBUIA
KOHTelHep; no 1 abo
no 10 nnacTUKoBuX
KOHTEWHepiB y
KapTOHHII Kopo6Lii
79. IPUHOTEKAH KOHUeHTparT Ans Amakca Papma Benuka KOHTPO/b cepii Ta BUMyCK HimeuunHa BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN 3a UA/14902/01/01
AMAKCA pO3unHy ans nTh BpuTaHis cepii: AkBiga 'M6X, | TMNYy - NpuBeAEHHA METOAIB KOHTPOJIO rOTOBOro peyenmom
iHdpy3iid, no 20 mr/mn HimeuyunHa; BUpo6bHMLTBO in niKkapcbKoro 3acoby 3a NoKasHMKOM «laeHTudikauis»
no 2 mn, 5 mn abo bulk, nepBnHHe Ta BTOpVHHE BiAMNOBIAHO A0 opuriHasIbHOI cneumdikawii
15 mn y doakoHi; no nakyBaHHs1, KOHTPO/1b Ccepil: BMPOGHMKa
1 conakoHy B XaynT ®apma
KapTOHHI Kopo6Lyi BonbgparcxayseH M'm6X,
HimeyunHa; BTOpWHHE
nakyBaHHs: Komdpacc Mv6X,
HimeuuynHa; BTOpMHHE
nakysaHHs: BeHyc ®apma
M6X, HimeyynHa
80. IPUHOTEKAHY NOPOLLIOK TOB "depmioH" PiHNsAHAIA TOB "®epmioH" PiHNsAHAIA BHECEHHS 3MiH A0 peecTpaLiiHux maTepiais: - UA/16686/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
rigpoxnorup (cybeTaHuin) y TEeXHiYHa NoMW/IKa NoB’A3aHa 3 Pi3HOUUTAHHAM Y
nonieTuneHoBmX HOpPMYBaHHi NokasHuka «bakTepiasibHi
KOHTelHepax ans €HJO0TOKCUHM» 3a3HaveHunx y cneumdikanii MKA
hapmaueBTUYHOTO (3aTBEpPAXEHO Haka3 MiHicTepcTBa OXOPOHU
3aCcToCyBaHHSA 3a0poB’a Ykpainum Ne 908 Big 11.05.2018 p.) Ta
opuriHaNIbHUX MaTepiasiB BUPOGHUKA
81. KAIO | MATHIKO | po3unH Ans iHdya3iit MpusatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/16364/01/01
ACMAPATIHAT no 200 mn a6o 400 akujioHepHe ToBapunCTBO "IHQY3ig" | Tuny - 3miHa y napameTpax cneuudikauii Ta/abo peyenmom
MY NASALWKax TOBapUCTBO [OMYCTUMUX MEX, BU3HaUYEeHUX Y crneumdikalisx Ha
"IHdpy3ia" A®I, ab60 BUXigHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Mpoueci BUpobHuutea AdI -
BUMPaB/IEHHS MOMWJIKV B pernameHTauii 3a
nokasHWkoM «bakTepiasibHi eHAOTOKCUMHU B
cneumdikauii gitouoi pevosmHy Marhito DL -
acnapTar TeTparigpar; CynyTHS 3MiHa: 3MiHa y
MeTofax BunpobysaHHA APl abo BUXIAHOIO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BVMKOPUCTOBYETLCA Y Mpoueci BUpo6bHuuTea AdI
82. KANbLEMIH® TabneTku, BKPUTI TOB "baliep” YkpaiHa nepBMHHa Ta BTOPUHHA CWA BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHU 6e3 UA/7110/01/01
AOBAHC 060/510HKO0, Ne 30, ynakoBKa, KOHTPO/Ib SIKOCTI, | TMny - 3miHa BUpo6HMKa A®I kanbLito kapboHarT, y peyenma
60, 120 y donakoHi [,03BiN Ha BUNYCK cepil: 3B'A13KY i3 3aMiHOK BMPOBHUYOI AiNbHULI 6€3 3MiHN
Ne 1y KapTOHHil KoHTpakT dapmakan IOPUANYHOT 0COBY BUPOBHMKA; 3MiHM Il TUNY - 3MiHa
KOpoo6Li KopnopeiiwH, CLUA; ponyctumumx mex y cneumcikadii A®l no nokasHuky
BMPOGHMLTBO in bulk: Loose Bulk Density
KoHTpakT ®apmakan
KopnopeiiwH, CLUA
83. KANbLUEMIH® TabneTku, BKpUTI TOB "baiiep” YkpaiHa nepBMHHa Ta BTOPUHHA CWA BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHN 6e3 UA/7138/01/01
CIIbBEP 060510HKOt0, Ne 30, ynaKoBKa, KOHTPO/Ib SIKOCTI, | TMNy - 3mMiHa BUpOBHUKA BUXiAHOTO/NMPOMIXXHOrO peyenma
Ne 60 y dhnakoHax; [103BiN1 HA BUMNYCK Cepil: NPOAYyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
no 1 dpnakoHy B KoHTpakT ®apmakan BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
KapTOHHI Kopobuyj KopnopeiiwwH, CLUA; (BKtOYatOUN, fie HeOO6XIAHO, MicLie NPOBeAEHHS
BMPO6HMUTBO in bulk: KOHTPO/0 SIKOCTi) ADI - 3miHa BUPOGHMKa AdI
KoHTpakT ®apmakan KanbLiito KapboHaT, y 3B’A3Ky i3 3aMiHOK BUPOGHMYOT
KopnopeiiwH, CLUA AiNbHUL 6€3 3MiHW IopUANYHOT 0CO6U BUPOBHUKA;
3MiHu |l TNy - 3MiHa y NapameTpax cnewudikadin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUIA/NPOMiXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BMPOGHMLTBA ADI - 3MiHa AONYCTUMUX MEX Y
cneumndikauii A®I no nokasHuky Loose Bulk Density
84. KAHOECAP TabneTtkn no 4 wmr; CaH IHgis CaH dapmacbloTukas IHais BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/6363/01/01
no 10 Tabnetok y dapmacboTuka IHpacTpi3 Nlimites Il TNy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta peyenmom
6nicTepi, no 1 n lHaacTpi3 thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
6nictepy B Nimiteq 30060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro

KapTOHHI Kopo6Lyi

nocBiAYeHHS, BKIoYaoun MnaH ynpaeniHHA
pu3nkamm (3acTocyBaHHS 3MiH(M), AKi(a)
BMMaralTb(€) NoganbLIOro 06r'pyHTYBaHHS HOBUMMU
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

[00aTKOBUM AaHVMK, L0 MaloTb HagasaTmcs
KOMMETEHTHWM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL{iHKA KOMMETEHTHUM OPraHom) -
BriKkoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15
fo MNopagky NpoBeAeHHs ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noAatnTbCs Ha AepXasHy peecTpauiio
(nepepeecTpauito), a TakoXx ekcnepTv3n Martepianis
Npo BHECEHHS 3MiH 0 peecTpauiliHix maTepianis
NPOTAroM fji peecTpayiiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

85.

KAHOECAP

Tabnetkv no 8 wmr;
no 10 TabneTtok 'y
6nictepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

CaH
dapmacbloTuKa
n lHpacTpi3
Nimiten

IHgis

CaH d®apmacbloTnkas
IHpacTpi3 Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN
Il TNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(M) fo
3060B'13aHb Ta YMOB BuJadi peecTpawiiHoro
NOCBIAYEeHHS, BKtoYatoun MnaH ynpasniHHA
pusmkKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaralTb(€) NOAA/IbLIOTO 06I'PYHTYBaHHS HOBUMM
[0[aTKOBUM AaHNMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBa OLliHKa KOMMETEHTHUM OpraHom) -
BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
0o MNMopsaky NpoBeAeHHA ekcnepTuan
peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCA Ha iepXXaBHy peecTpaLiiio
(nepepeecTpauito), a TakoxX ekcnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHix martepianis
NpOTSAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoM MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyernmom

UA/6363/01/02

86.

KAHOECAP

Tabnetku no 16 mr;
no 10 Tabnetok y
6nicTepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

CaH
PapmacbloTuka
n lHpacTpi3
Nimiteq

IHais

CaH dapmacbloTnkas
IHpacTpi3 Nimites

IHAis

BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianis: 3MiHU
Il TNy - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
30060B'A13aHb Ta YMOB BUJadi peecTpauiiiHoro
noceigyeHHs, BkNtoyaoun MNMnax ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaratTb(€) NofanbLIoro 06rpyHTyBaHHS HOBUMU
[0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpPraHom) -
BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
o Mopsaaky NpoBeAeHHs ekcnepTnan
peecTpauiiiHMx MaTepianiB Ha Nikapcbki 3aco6u, LWo

3a
peyenmom

UA/6363/01/03




80

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
noJaloTbCA Ha iepXaBHy peecTpaLiiio
(nepepeecTpauiio), a Takox ekcnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHix martepianis
NpoOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
87. KAHAIAEPM KpeM, no 15 r kpemy neHmapk IHais FneHmapk ®apmacbloTvkans IHAis BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/5199/01/01
B Ty6i; no 1 Ty6i B PapmacboTuka nra. | TMNYy - 3MiHW Yy MeToAax BMNPobyBaHHSA rOTOBOro peyernmom
KapTOHHI ynakoBLi n3 nrg. nikapcbKoro 3acoby T. "CynpoBifHi AOMiLLKn" -
YTOYHEHHSI MPUTOTYBaHHA CTaHAAPTHOrO PO34KHY
88. | KAHECMNOP® Kpem 1% no 15r B Baiiep LLBeiuapis KepH ®apma C./1. Icnanis BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN 6e3 UA/3589/01/01
anoMiHieBili Ty6i; no | KoHcblomep Kep | TNy - 36inbLIEHHA Nepiody NOBTOPHOIO peyenma
1 Ty6i B KAPTOHHiIl Al BMNPO6YBaHHsA An1s AP| GihoHasony
KOpoo6Li MiKPOHi30BaHOro Ha OCHOBI pe3ynbTaTiB AOCIKEHD
y peasibHOMY Yaci 3 48 micAuiB Ha 60 micALiB; 3MiHW
| TMNY - NofaHHA HOBOrO abo OHOB/IEHOTO
cepTudikaTa BignoBiAHOCTI a60 BUTYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoOMiKHOT0 MPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; ans
[OMOMIXXHOT PEYOBUHU - HOBWIA cepTudpikart Big, BXe
3aTBEPAKEHOro BUPOGHMKA. 3anponoHoBaHo: RO-
CEP 2012-241-Rev 01
89. KAPAIOAAPOH- PO34MH ANA iH'EKUiA, ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHW 3a UA/1713/01/01
340POB'A 50 mr/mnno 3 mn B 06MEXEHO BiANOBIAA/IbHICTIO | TMNYy - 3mMiHa po3Mipy cepii (BK/ItOYaloUn gianasoH peyenmom
amnyni no 10 amnyn | BignoBigansHicT "papmMaueBTUYHa KOMNaHis po3mipy cepii) roToBOro Nikapcbkoro 3acoby -
Y KapTOHHii Kopobuj; 10 "3p0pos'a" BBE/IeHHS 40aTKOBMX PO3MIpIB cepii MikapcbKoro
no 3 mn B amnyni, "hapmMaueBTUYH 3acoby ans gitoumx uexis /13 (AMnynbHMiA uex) Ta
no 5 amnyny a KoMnaHis IN®. MponoHoBaHa pepakuis: Liex 113 (AMnynbHwWi
6nictepi, no 1 a6o 2 "3popos'sa"” uex); Po3wmip cepii cknapae: 16,667 Tuc. amnyn (50
6nictepn y n); 33,333 Tuc. amnyn (100 n1); LogatkoBuii po3mip
KapTOHHI Kopo6Lyi cepii cknagae: 66,667 Tc. amnyn (200 n); 100,000
Tuc. amnyn (300 n); Liex M1 Po3mip cepii cknagae:
16,667 Tc. amnyn (50 n); LogaTkoBuii po3mip cepii
cknagae:
66,667 Tnc. amnyn (200 n); 100,000 T1c. amnyn
(300 1)
90. KAPI3OH kpem, 0,5 mr/1 r no [epmachapm Al | HimeuunHa Mi6e MTM6X ApuHaiiMiTTe b HimeyunHa BHECEHHS 3MiH [J0 peeCTpaLiiiHUX maTepianis: 3MiHU 3a UA/10950/02/01
15r,a6ono 30, | TMNy - NoAaHHA HOBOro abo OHOB/IEHOTO peyenmom

abo no 50 r y Ty6i;
no 1 1y6i B
KapTOHHI Kopobuyj

cepTudikaTa BignoBiAHOCTI a60 BUTYyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npOMIXHOTO MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ans
[OMNOMDKHOT peyoBUHY (cepTuddikaT BiAnoBIigHOCTI
€Bponelicbkili hapmakonei) - OHOB/IEHWI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
cepTudikaT Bif, y)xe 3aTBEpAXEHOro BUPO6HUKA -
3anponoHosaHo: R1-CEP 2007-066 Rev.02
91. | KAPI3OH Masb 0,5 mr/rmo 151 | Odepmachapm Al | HimeuumHa Mi6e MM6X ApuHaiimMiTTesnb HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 3a UA/10950/03/01
a6o 30r,a6050ry | TMNY - NOAaHHA HOBOTO a60 OHOBIEHOTO peyernmom
Ty6i; no 1 Ty6i B cepTudikaTa BignNoBiAHOCTI a60 BUTYYEHHS
KapTOHHI nayui cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npOMKHOTO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[L0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiin dhapmakonei) - OHOBNEHUIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPObHUKa -
3anponoHosaHo: R1-CEP 2007-066 Rev.02
92. KAPI3OH PO3YUH HALLKIPHWIA, [Nepmachapm Al | HimeuunHa Mi6e MTM6X ApuHaiimiTTesnb HimeuunHa BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN 3a UA/10950/01/01
0,5 mr/1 1 no 15 mn | TMNY - NogaHHA OHOBNEHOTO cepTudlikaTa peyenmom
a6o 30 mn abo 50 BiANoBigHOCTI EBponeiickkili hapmakonei gns AdI
My h1akoHi 3 Bif, y)Ke 3aTBEPAKEHOIO BUPOOHMKA -
KpanesibHULEe Ta 3anponoHoBaHo: R1-CEP 2007-066 Rev.02
KOBMayvkom; no 1
chnakoHy B
KapPTOHHIN nayuj
93. KACAPK® HD Tabnetkn, 32 mMr/25 OPIrAHOCWVH OAE EBepTomKeH flaiigh CaeHcu3 IHais BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHN 3a UA/12282/01/01
mr, no 10 TabneTok NAN®CAEHCH Nimiteq Il TMnNy - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta peyenmom
y 6nicTepi; no 1, no 3 (E® 3ET ClI) thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
3, no 10 6nictepiB y 3060B'A3aHb Ta YMOB BUJadi peecTpauiiiHoro
KopoobUi NOCBIgYEHHS!, BKItoYatoun MnaH ynpae/iiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaraloTb(€) NOAaIbLLOIO 06IPYHTYBAHHSA HOBUMM
[04aTKOBUM Ai@HMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBa OLLiHKa KOMMETEHTHUM OpraHom) -
BukoHaHHS 3060B'A3aHb BiAMOBIAHO 40 NigNYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
o Mopsaaky NpoBefeHHA ekcnepTuan
peecTpauiiiHMx MaTepianiB Ha fnikapcbki 3acobu, Wwo
noJaloTbCA Ha iepXaBHy peecTpaLiiio
(nepepeecTpauiio), a Takox ekcnepTnsn martepianis
NpPO BHECEHHS 3MiH A0 PEECTpaLiiHNX MaTepiasiiB
NpOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
94. KACAPK® HD Tabnetku, 32 mMr/25 OPIrAHOCWH OAE EBepTomxeH flaiid CaeHcns IHais BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepianis: 3MiHN - UA/12283/01/01
mr in bulk: no 2500 NAN®CAEHCH NimiTen Il TMny - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI Ta
Tabnetok B 3 (E® 3ET Cl) thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo

noAgiliHoMy nakeri;
no 1 nakety B
KapPTOHHI Kopobui

3000B'AA3aHb Ta YMOB BUJadi peecTpaLiiiHoro
noceifgyeHHs, BkNtoyaouy Mnax ynpasniHHA
pUsMKamMm (3acTocyBaHHs 3MiH(1), siki(a)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMMaratoTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
[0[AaTKOBUM JaHuMu, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpPraHoM, OCKi/IbK/ BUMAaraeTbCs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHom) -
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
o Mopagky NpoBeAeHHs ekcnepTnan
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noAaloTbCA Ha fiepXaBHy peecTpaLiiio
(nepepeecTpalito), a Takox ekcnepTnsu martepianis
NpO BHECEHHS 3MiH [0 peeCcTpaLiiiHnx maTepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

95.

KACAPK® H

Tabnetku, 16
Mmr/12,5 mr no 10
Tabnetok y 6nictepi;
no 1 a6o no 3, abo
no 10 6nicTepis y
KapTOHHI Kopo6Lyi

OPTAHOCUH
NANGCAEHCH
3 (E® 3ET Cl)

OAE

EBepTogxeH flaiid CaeHcns
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpauliiiHuX maTepiasis: 3MiHN
Il TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
nocBiAYeHHs, BKoYatoun MnaH ynpasniHHA
pu3nkamm (3acTocyBaHHSs 3MiH(M), Aki(a)
BMMaralTb(€) NOAabLIOT0 06I'PYHTYBaHHS HOBUMM
[08aTKOBUM A@aHMK, L0 MaloTb HagasaTmcs
KOMMETEHTHMM OpraHoM, OCKiflbKn BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMETEHTHUM OpPraHom) -
BMKOHaHHSA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
fo MNopagky NpoBeAeHHs ekcnepTnsn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noAaloTbCA Ha [ilepXasHy peecTpaLiiio
(nepepeecTpauito), a TakoXx ekcnepTvu3n Martepianis
NpOo BHECEHHS 3MiH 10 peecTpauiliHix maTepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/12313/01/01

96.

KACAPK® H

Tabnetku, 16
Mr/12,5 mr in bulk:
no 2500 TabneTok B
noAgiiHOMy nakeTi;
no 1 nakety B
KopooLi

OPFAHOCWH
NIANOCAEHCU
3 (E® 3ET Cl)

OAE

EBepTogxeH Maiid CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN
Il TNy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(n) fo
3060B'A3aHb Ta YMOB BuJadi peecTpawiiHoro
NocBifYeHHA, BKNoYatoun MnaH ynpasniHHA
pusmkKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
[0AAaTKOBUM JaHumy, WO MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbkM BUMaraeTbCs
CyTTeBa OLliHKa KOMMETEHTHUM OpraHom) -
BMKOHaHHS 3000B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
00 Mopsaky NpoBeAeHHs ekcnepTuan

UA/12314/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noAatnTbCs Ha AepXasHy peecTpaviio
(nepepeecTpauito), a TakoX ekcnepTv3n martepianis
Npo BHECEHHS 3MiH 0 peecTpauiliHix maTepianis
NPOTAroM fji peecTpayiiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
97. | KUCNOTA PO3unH ANs iHdys3il, MpAT YkpaiHa MpAT "®apmaueBTuuHa YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHuxX maTepiasis: 3MiHN 3a UA/13836/01/01
AMIHOKAMPOHO | 50 mr/mn no 100 mn "®dapmaueBTUYH thipma "AapHuus” | TNy - 3mMiHa napameTpiB cneuudikauin Ta/abo peyenmom
BA-OAPHULA y thnakoHax; no 100 a ipma [0NYyCTUMUX MEX NepBUHHOT YNakoBKM roTOBOIO
My donakoHi, no 1 "fapHnus” nikapcbKoro 3acoby (A0NOBHEHHS crieumdikavii
chnakoHy y nauui HOBMM MOKa3HMKOM 3 BiANOBiAHUM METOAOM
BMNPO6YBaHHs). BBegeHHsA 3MiH npoTArom 6-tn
MicALiB nicnsa 3aTBepAKeHHSA
98. KNONIAOIPENMKO | nopoLuok TOB "KYCYM YkpaiHa AapTi Oparc NMimiTeq IHais BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: - UA/13472/01/01
BICYNIb®AT (cy6eTaHuin) y PAPM" YTOUHEHHA BUPOGHMKA Ta NnpoueAypu B npoueci
nakeTax noAginHMX BHeCeHHSA 3MiH (Haka3z MO3 Ykpaiuu Ne 1504 Big,
nonieTuNeHoBmX 16.08.2018) - 3MiHu | TUNY - AAMIHICTPaTVBHI 3MiHW.
0151 BUPO6HMLTBA 3MiHa HalimeHyBaHHs1 Ta/abo agpecu 3asiBHUKaA
HecTepusibHUX (BNacHvika peecTpauiiHoro NocBifYeHHs) - 3MiHa
nikapcbkux popm ajpecy 3asBHuKa (3aTBepaxeHo: 40020, YkpaiHa,
M. Cymu, Byn. CkpsibiHa, 54; 3anponoHOBaHoO:
40020, Cymcbka 06nactb, M. Cymu, By/. CKpsibiHa,
54)
99. KNO®E/NIH NOPOLLIOK ToBapucTBO 3 YkpaiHa ToBapucTBO 3 404aTKOBOIO YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3MiHu - UA/4735/01/01

(cybeTaHuin) y
naketax nopgiiHMx
i3 nniBkn
nonieTuneHoBoi Ans
hapmaueBTUYHOTO
3aCcToCyBaHHA

[04aTKoBOIO
BignoBigasbHICT
0 "IHTEPXIM"

BiANOBIAA/IbHICTIO
"I[HTEPXIM"

| TMny - 3miHK 3 AkocTi. A®I. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIXHOIo
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMpOo6HMYOMY npoueci Adl, abo 3miHa BUpObHMKa
(BkntOYatoun, fe HeobXxigHoO, MicLile NPoBeAEeHHS
KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiAMOBIAHOCTI €Bponeiicbkiin hapmakonei y
3aTBepXXeHOMY [10Cb€)(3MiHN [0 3axofiB,
nos'a3aHnx 3 KoHTponiem A®I, abo AofaBaHHA
OiNbHULI, e NPOBOAUTLCS KOHTPO/1b/BUNPOGYBaHHS
cepii) 3amiHa fiNbHULb, Ae NPOBOANUTLCSA
BMNPOBYBaHHA KOHTPOSIIO Cepil @ 3 AiNIbHULb 3a
agpecamu YkpaiHa, 65080, Ogecbka 06/1., M.
Opeca, ioctpopdcbka gopora, 6ya. 86 Ta YkpaiHa,
65025, M. Ofeca, 21-i kM. CTapokuiBCbKOI foporu,
23 Ha ginbHULo 3a agpecoto YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBcbkoi goporu, 40-A.
3MiHK | TURNY - AAMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHUYOT AiNbHULI (BKIOYAKOUM AiNTbHULI AN
A®I, npomiHOro NpoAykTy abo rotoBoro
NikapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
nakyBaHHs, BAPOOHMKA, BifNoOBiga/IbHOro 3a BUNYCK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

cepiii, MicLle NpoBeAEeHHSI KOHTPOSIO cepii) abo
nocTavyanbHvKa BUXIAHOTO MaTepiasny, peareHTy abo

[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y [A0ChE)
BunyyeHHs ginbHULi 3a agpecoto YkpaiHa, 65080,
Opecbka 061., M. Ogeca, JliocTaopdcbka gopora,

6yn. 86, oe 34iiCHI0ETLCA 36epiraHHs roToBol

npoayKuii Ta BUNy4YeHHs iHhopMaii Wwoao
MiCLie3HaXO[PKEHHS IOpUANYHOT 0COobU.

100.

KNO®ENIH IC

Tabnetku, no 0,1 mr
no 10 TabneTok y
6nictepi; no 3
6nictepy y navui

ToBapucTso 3
[0,aTKOBOO
BiANOBIga/IbHICT
0 "IHTEPXIM"

YkpaiHa

ToBapuCcTBO 3 A0AATKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN
| TMNy - AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AinbHUL (BKNKOYAKUN AiNbHNL ANS
A®I, npomiXHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AinbHULI ANS NpoBeAEeHHS
nakyBaHHs, BUPOOHYKa, BifNoBiAaIbHOIO 3a BUMYCK
cepili, MicLie NpoBeAEHHS KOHTPOSIO cepii) abo
noctavasnibHUKa BUXiZHOro martepiasny, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOCHE) -
BUyYEHHS AiNbHULI 3a agpecoto YkpaiHa, 65080,
Ogpecbka 0611., M.Ofeca, JllocTaopdicbka fopora,
6yA. 86, Ae 34iACHI0ETLCA 36epiraHHs roToBoT
NpOAYKUIl; BUNYyYEHHS AiNbHULI 3a aapecoto
YkpaiHa, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
goporu, 23, e 34ilicHioBanoch 36epiraHHs
CMPOBUWHM Ta MaTepiasniB; BUIy4YeHHs iHdopmauii ,
00 MiCLLe3HaX0MKEHHS OPUANYHOI 0cobU

3a
peyenmom

UA/16533/01/01

101.

KNO®ENIH IC

Tabnetku, no 0,15
Mr no 10 TabneTok y
6nictepi; no 3 abo 5
6nicTepiB y nauui

ToBapucTso 3
[0aTKOBOO
BignoBigabHICT
10 "IHTEPXIM"

Ykpaina

ToBapuCTBO 3 A404AaTKOBOH
BifNoBiAaNbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN
| TMny - AgMiHiCTpaTUBHI 3MiHW. BuniyyeHHs
BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANS
A®I|, NPOMIXHOro NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHNLi AN NPOBEAEHHS
nakyBaHHs1, BAPOOHUKaA, BiNOBIAaIbHOMO 3a BUNYCK
cepiii, Micue NpoBeAeHHs1 KOHTPOSO cepii) abo
noctayasibH1Ka BUXiAHOTO MaTepiasy, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOChE) -
BUIYYEHHN AiNbHULI 38 agpecoto YkpaiHa, 65080,
Opecbka 061., M.Ogeca, /liocTaopdcbka Aopora,
6yn. 86, e 34iCHI0ETLCA 36epiraHHs roToBol
NPOAYKLUIT; BUNYyYEHHS AiNbHULI 3a agpecoto
YkpaiHa, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
foporu, 23, ae 3gilicHoBanoch 36epiraHHs
CMPOBUWHM Ta MaTepianiB; BUIYYeHHS iHdopmauii ,
00 MiCLLe3HaXOMKEHHS OPUANYHOI 0Co6U

3a
peuyerimom

UA/16533/01/02

102.

KNO®ENIH IC

Tabnetku, no 0,3 mr
no 10 TabneTtok y
6nicTepi; no 3
6nicTepu y nauui

ToBapucTso 3
[01aTKOBOIO
BignoBigasbHICT
0 "IHTEPXIM"

YkpaiHa

ToBapuncTBO 3 A0AATKOBO
BiAMOBIAA/TbHICTIO
"I[HTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis: 3MiHMN
| TMNy - AGMIHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHUYOI AinbHUL (BKIKOYAKUN AiNbHAL ANs
A®I, npomiXHOro NpoAyKTy abo rotoBoro
NiKkapcbKoro 3acoby, AiNbHULI ANs NPOBeAEHHS

3a
peyenmom

UA/16533/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

nakyBaHHs1, BAPOOHMKaA, BiNOBiAaNbHOrO 3a BUNYCK
cepili, MicLle NpoBeAEHHSI KOHTPOIO cepii) abo
nocTavasnbHviKa BUXIGHOTO MaTepiasny, peareHTy abo
O0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOChE) -
BUyYEHHA AiNbHULI 38 agpecoto YkpaiHa, 65080,
Opecbka 0651., M.Ogeca, /liocTgopdicbka gopora,
6yn. 86, ae 34iiCHI0ETLCSA 36epiraHHsA roToBol
NPOAYKLUIT; BUNYyYEHHS AiNbHULI 38 aapecoto
YkpaiHa, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
foporu, 23, ae 3ilicHoBanoch 36epiraHHs
CMPOBUHM Ta MaTepianis; BUIYYeHHS iHdopmauii ,
LLOAO0 MiCLe3HaXOMKEHHS IOPUANYHOI 0CObU

103.

KOAE®EMO/T H

cupon, no 100 mn
abo no 200 mn'y
thnakoHi; no 1
hnakoHy i3 MipHO
Noxkoto abo
CTakaHuMKoM y
KOpOOLLi 3 KAPTOHY

ToBapucTso 3
06MEXEHOI0
BignoBiganbHICT
10 "XapkiBCcbke
hapmaLeBTUYH
e MignpuemMcTeo
"380poB'a
Hapoay"

YkpaiHa

ToBapncTBO 3 06MEXEHOID
BIANOBIAA/BHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpveMcTBo "340poB's
Hapoay”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
| TINY: AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BlacHMKa
peecTpaLiiHOro NocBigYeHHs1) 3MiHa HaliMeHyBaHHS
Ta agpecu 3asBHVKa TOBapUCTBO 3 06MEXEHOH0
BiANOBIAALHICTIO "XapkKiBCbke hapMaueBTUYHe
nignpuemMcTBo "340poB'A Hapoay", YkpaiHa: 3MiHu |
TUny: AOMIHICTPaTUBHI 3MiHWN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiSNIbHOCTI
BUPOGHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
BK/IKOYAKOUN AifIbHULI BUMYCKY cepii abo Micue
NpoBeLEeHHS KOHTPOJTI AKOCTI. (AISNbHICTb, 3a AKy
BignoBigae BUPOGHMK/IMNOPTEP, BKIOHAKOUM BUNYCK
cepiif)
3MiHa HalilMeHyBaHHs Ta agpecu BUpobHuka M3
ToBapnCcTBO 3 06MEXEHOI0 BifNOBIAABHICTIO
"XapkiBCbke thapmaueBTUYHe NignpMeEMCTBO
"300poB's Hapoay", YkpaiHa (Bunyck cepii), 6e3
3MiHM MicLA BUPOGHMLTBA: BBEAEHHS 3MiH NPOTATOM
3-x MicsLiB MiC/1A 3aTBEPKEHHS

3a
peyenmom

UA/12779/01/01

104.

KOMBIrPUMN XOT

cin®

NopoLLOK ANs
OpasIbHOro PO3UYNHY
3 /IMMOHHUM CMaKoM
no 5 r NopoLuKy B
cawe, no 10 cawe B
KapTOHHI Kopo6Lyi

OpraHocvH
Naiigp CaeHcns
Mer. N14.

IHAis

EBepTomxeH flaiid CaeHcns
Nimiten

IHAjA

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU
| TNy - 3MiHa napameTpiB cneyudikauin Ta/abo
LOMYCTUMMX MEX FOTOBOTO JTiKAPCbKOro 3acoby;
CyNyTHS 3MiHa: 3MiHa y MeTogax BunpobyBaHHs

roTOBOrO J1IKAPCbKOro 3aco0y - BUTyYEeHHS

nokasHuka «CpefHsas macca CogepXnMMoro catue», y
3B’AA3KY 3 HaABHICTIO Noka3Hnka «O4HOPOAHOCTb

Macchbl»; 3MiHW | TUNY - 3MiHa napameTpis
cneumdikaLin Ta/abo foNyCTUMKX MEX roTOBOrO
NiKapCbKoro 3acoby; CynyTHA 3MiHa: NpuBeAeHHs

po3sginy «OAHOPOAHOCTL Macchl» [0 BUMor BP, Ap.
Xl C1

6e3
peyenma

UA/11503/01/01

105.

KOMBIIPUM XOT

Cin®e

NOpPOLLOK A/Ist
OpPa/IbHOTO PO3UMHY
3 MaJIMHOBUM

OpraHocuH
Nalich CaeHems
Mer. Ji14.

IHais

EBepTomxeH flaiid CaeHcns
Nimiteq

IHAis

BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiHU
| TMNy - 3MiHa NnapameTpiB cneuudikaLii Ta/abo
AOMYyCTUMMX MEX roTOBOrO JlikapCbkoro 3acoby;

6e3
peyenma

UA/11504/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
cmakom no 5r CynyTHSA 3MiHa: 3MiHa y MeTogax BUnpobyBaHHs
NOpOLLKY B calle, no roTOBOrO MiKapCbKOro 3acoby - BUTyYEHHS
10 cawe y nokasHuka «CpefHas macca CogepXMMoro catue», y
KapTOHHI Kopobui 3B’5I3KY 3 HasBHICTHO Noka3Huka «OQHOPOAHOCTb
Macchbl»; 3MiHK | TUnNy - 3MiHa napameTpis
cneumdikauin Ta/abo fonycTMMKX MEX roTOBOro
NiKapcbKoro 3acoby; cynyTHA 3MiHa: NpuBeAeHHs
po3giny «OAHOPOAHOCTb Macchl» [0 BUMor BP, Ap.
Xl C1
106. KOMBIrPUMN® Tabnetku no 8 OpraHocvH IHais EBepTomxeH flaiig CaeHcu3 IHAis BHECEHHS 3MiH 10 pEECTPaLiiiHMX MaTepianis: 3MiHU 6e3 UA/2913/01/01
Tabnetok y 6nictepi; | Jaiic CaeHcus Nimiteq | TMNy - 3MiHa y MmeTofax BUNpo6yBaHHS roTOBOrO peyenma
no 1 6nictepy y Met. NTa. NiKapCbKOro 3acoby - He3HaYHi 3MiHW y MeToAMKax
nauti 3 KapToHy; Nno «KinbkicHe BU3HaueHHs. MapaueTamon Ta KodeiH»
8 Tabnetok y Ta «KinbKicHe BU3HauYeHHs. ®eHinedpury
6nicTepi; no 1 rigpoxnopua.»: - KOpUryBaHHs hopMys1 po3paxyHKy
6nictepy y nayui 3 BMICTY [it04MX PEYOBUH (384151 OTPUMAHHSA
KapToHy; no 10 pesynbTaty B Mr/Tabsn., 4o uboro 6ynoy %); -
nayoK y rpynosii BUAAIEHHS KpUTEPIiB NPUIAHATHOCTI 3 onucy
nauti 3 kKapToHy; no MeTOoANKN
4 TabneTkm y
6nicTepi; no 1
6nictepy y
naneposomy
KOHBepTi; no 20
nanepoBux
KOHBEPTIB Y
rpynoBiii navy, 3
KapToHy; no 4
Tabnetkn y 6nictepi;
no 1 6nictepy y
nauti 3 kKapToHy; no
20 nay4ok y rpynosii
nauuj 3 KApToHy
107. KOMBIrPUMN® Tabnetku in bulk: no OpraHocvH IHais EBepTomKeH flaiid CaeHcn3 IHAis BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianis: 3MiHU - UA/2914/01/01
5000 Tabnetok y Naiidp CaeHcms Nimiteq | TMNYy - 3MiHa y MeTogax BMNpobyBaHHS rOTOBOro
nakertax MneT. /T4, NiKapCbKoro 3acoby - He3HauHi 3MiHW y MeToauKax
«KinbkicHe BU3HaueHHs. MapaueTtamon Ta KodeiH»
Ta «KinbKicHe BU3HauyeHHs. ®eHinedpury
riApOXNopuA.»: - KOPUryBaHHS DOPMY/ pPO3paxyHKy
BMICTY [il04MX PEYOBUH (384151 OTPUMAHHS
pesynbTaty B Mr/Tabsn., 4o Luboro 6ynoy %); -
BUAA/IEHHS KPUTEPIiB NPUAHATHOCTI 3 onNucy
MeToAMKM
108. KOHTPOJIOK® TabneTtkn Takega MmM6X HimeuunHa BMPOOHMLTBO 32 NOBHUM HimeuunHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHN 3a UA/0106/01/02
racTpope3nCTeHTHi umknom: Takega Mm6X, | TMNY - 3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO peyenmom

no 20 wmr; no 14
TabneTok y 6rictepi;

MicLe BUPOGHMLTBA

OpaHieHbypr, HimeuunHa;

NiKapcbKoro 3acoby - He3HauHi 3MiHW y MeToamLi
BEPX, L0 3aCTOCOBYETLCA A1 BUSHAYEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
no 1 6nictepy B HaHeCEeHHS MOKPUTTA Ha NMOKa3HWKIB rOTOBOrO NikapcbKoro 3acoby «KinbkicHe
KapTOHHI Kopobuyj aapa TabneTok: BU3HAYEHHA», «laeHTudikauis» Ta «OAHOpPIgHICTb
ApaHc ®apma 'm6X, [030BaHNX OAUHMLB». A caMe 3MiHM LWoA0
HimeuunHa NpUroTyBaHHA BUXiAHOro po3unHy. MeTtoauka Ta
KpuTepii NPUAHATHOCTI 3a JaHUMU NOKa3HWKaMKN He
3MiHnancs
109. KOMAKCOH®- PO3YMH ANS iH'EKLiA, TeBa I13painb BUPOGHMLTBO 3a NOBHUM I13pains/ BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/6307/01/01
TEBA 20 mr/ma no 1 mn dapmaueBTiKas umknom: Teea Benuka | TMNYy - 3mMiHa NapameTpiB cneundikauii Ta/abo peyernmom
npenapary y IHpacTpi3 N7, dapmaueBTikan IHaacTpi3 BpuTanis/ [ONYCTUMUX MEX NepBUHHOT YNakoBKM roTOBOIO
nonepeaHL0 NtAa., 13painb; BupobHuuTBo | HigepnaHaw/ nikapcbKoro 3acoby - 3miHa B cneuudikaii
HanoBHEHOMY 3a NOBHUM LKIOM: HOpPTOH YropwuHa 6pOM6YTMNOBOrO NOPLUHSA LIMPULY: - AONOBHEHHS
wnpuui; no 1 Xenckea flimiteq T/A cneumdikauii HOBUM NOKA3HUKOM «3O0BHILLHIi
nonepegHL0 ANBEKC ®apmachloTukan3 BUrNAL PO3UYMHY - BUSHAYEHHA
HanoBHeHOMY tOK, Benuka Bputanis; MyTHoCTI/onanecueHuii» (USP) 3 BignosigHum

LUNPULLY B KOHTYpHIiA
YapyHKOBIli ynakoBLyj
3anasHiii nanepom
abono 1
nonepeaHLO
HanoBHEHOMY
LUNPULLY B KOHTYPHIiA
YapyHKOBIli ynakoBLyj
3anasHili nniBKoto;
no 28 nonepeaHLO
HanoBHEHUX
wnpuuis y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y
KapTOHHI Kopo6Lyi

KOHTpO/Ib cepii (noBHe
TeCTyBaHHS, BK/10Ya0un Ha
CTEPW/IbHICTb Ta
6akTepiasibHi eHA0TOKCHHH,
asne oKpim 6ioorivyHoro
TecTyBaHHs): Papmaxemi
B.B., HigepnaHaw; koHTponb
cepii (TiIbkn GionoriyHe
TecTyBaHHs): AT
dapmaueBTUYHUI 3aB0g,
TEBA, YropLuHa; KOHTpo/b
cepii (Tinbkn 6ionoriuHe
TecTyBaHHs): AT
dapmaueBTUYHUI 3aBOA,
TEBA, YropLuHa; KOHTpO/1b
cepil (Tinbkn
Mikpo6iosioriuHe
TecTyBaHHs): Tesa
dapmaueBTikan IHaacTpi3
NT14., 13painb; KOHTPONb
cepii (aHaniTnyHe
TeCTyBaHHS Ta BUBYEHHS
cTabinbHocTi): MnaHTekc
NitA., 13painb; KOHTPOsIb
cepii (Tinbkn GionoriyHe
TecTyBaHHsA): A6ik IT4,.,
I3painb; KOHTPONb cepil
(aHaniTnyHe TecTyBaHHA Ta
BMBYEHHS CTabi/IbHOCTI):
Asis Kemikan IHgacTpi3
n1a., 13painb

METOA0M BUMPOOYBaHHS; - BHECEHHS pefakLUiiHnX
3MiH LWOA0 30BHILLIHLOTO BUrNAAY po3uunHy (EP)
«standard |1» 3amiHeHO 6inbL TOYHUM
hopmy ntoBaHHAM «suspension |1»; 3miHa B
cneumagikaii 6poMOYTUNIOBOro NOPLUHSA LLNPULY:
[OMNOBHEHHA creumdikavii HOBUM NOKa3HUKOM
«Bun3HaueHHs konbopy» (USP) 3 BignoBigHuM
MeTOA0M BUNPOOYBaHHS; 3MiHa B cnewudikauii
6pOMOYTNI0BOrO MOPLUHSA LINPULLY: AOMNOBHEHHS
cneumdikaLii HOBUM NoKa3HUKOM «laeHTudikavis
(IR)» (EP) 3 BigNOBIAHNM METOA0M BUNPOGYBaHHS;
3MiHa B cneuyudikauii 6poM6yTMI0BOrO NOPLUHA
LINpULYY: AONOBHEHHS crneumdikalii HOBUM
nokasHnkom «laeHTudikauia B - 3aranbHa 30na» 3
BiANOBIAHUM METOA0M BUNPOBYBaHHS; 3MiHW | Tuny -
3MiHa y MeTogax BunpobysaHHa APl abo BuXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6bHMLUTBa AD| -
He3HauHi 3MiHW y 3aTBepyKeHNX MeTofax
BUNPOBYBaHHSA Aito40il peyoBrHU naTtupamepy
aueTtaTy: OHOB/IEHHS M. «HaniBKiAbKICHOTO
BMNPOOYBaHHA Ha BMICT 3a/IULLKIB 6POMOBaHOro
TUPO3MHY MeToAoM BEPX — noaaBaHHs TepMiHY
npuaaTHOCTI CTaHAAPTHNUX PO3YMHIB 3 METOHO
rapaHTyBaHHs1 36epeXxXeHHs X BacT1BOCTEN;
OHOBJ/IEHHA 3arasibHoro metogy QGM0000014
(meTtog KQCL ans BM3HauyeHHs b6akTepianbHnX
€HAO0TOKCUHIB): NPYBEAEHHA MeToAy A0 HOBOro
dhopmaTy, OHOB/IEHHS 3 METO NOSICHEHHS i
PO3LUMPEHHA PO6OYMX IHCTPYKLIRA, BUNPaBAEHHS
[APYKapCbKyX MOMUIIOK; 3MiHK | TUMy - 3MiHa
napameTpiB cneuudikalii Ta/abo AONYCTUMMX MEX
NepBMHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
(3BYXXEHHSA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneumdikalin
110. | KO®EIH- NOPOLLIOK ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 AOAATKOBOO YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN - UA/13642/01/01
BEH30AT (cy6eTaHuin) y [0[aTKOBOIO BiANOBIAA/ILHICTIO | TMNYy - 3MiHK [0 cneyndikaLii Ta MeToais
HATPIO naketax NoABinHMX BignoBiga/IbHICT "IHTEPXIM" KOHTpON0 Ad| KodheiHy, LWo BXoAUTb A0 cknagy
i3 niBKK 10 "IHTEPXIM" cy6CTaHLii, y 3B'A3Ky 3 NpMBEAEHHAM 40 MOHorpadil
nonieTuneHoBol ANs «Caffeine» €® (gitoue BuAaHHA); 3MiHM | TUNY -
BMPOGHMLTBA 3MiHa METOAMKM 3a MNOKA3HUKOM «3aLLKOBI
HEeCTepPUIbHUX KINIbKOCTi OpraHiyHnX po3unHHKKIB» APl kodheiHy, Lo
NiKapcbkux popm BXOAMTb A0 cknagy cybcTaHuii
111. | KPOMO®APM® Kpanni ouHi 2 % no MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN 3a UA/0885/01/01
10 mn y donakoHi, no | TMny - nogaHHA oHoBneHoro CEP Ne R1-CEP peyenmom
1 conakoHy y nauui 3 1996-107-Rev 09 gns aitoyoi peyoBuHM Bif,
KapTOHY 3aTBEPAXEHOr0 BUPOOHMKA 3 HOBOK Ha3BOIO, AK
Hacnigok, 3MiHW B cneumdikauii Ta MeTogax
KOHTPO/t0 AP BUpOBHUKA rOTOBOTO J1iKapPCLKOr0
3aco6y (BUy4YEHO NOKa3HUK «PO3YMHHICTb»)
112. KPOMO®APM® cnpeii HasanbHuiA 2 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHN 6e3 UA/0885/02/01
% no 15 mMny | TMny - nogaHHA oHosneHoro CEP Ne R1-CEP peyenma
pN1aKoHi, 1996-107-Rev 09 gns Aitoyoi pevoBuHM Big
3a6e3neyeHomy 3aTBEPAKEHOrO BUPOOHMKA 3 HOBOKO Ha3BOIO, 5K
HacoCcoM-403aTopoMm Hacnifok 3MiHW B creuudikaLii Ta meTogax
3 po3nusBayem, no KOHTPO/I0 AD| BUPOGHMKA rOTOBOTO NIKapPCbKOro
1 chnakoHy B nayu,i 3 3ac06y (BUly4EHO NOKa3HUK «PO3UMHHICTb»)
KapTOHY
113. | KCANONTUK Kparni O4Hi, PO34uH, dapmaneBTUYH Monbwa Bupo6HuuTBO M3, Kopes/ BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/13411/01/01
KOMBI no 2,5 Mn 'y gonakoHi nii 3aBog, nepBuHHE NakyBaHHS, Monbwa | TMny - 3miHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
3 Kparne/sibH1LEelo; Nno "Monbchapma” KOHTPO/b AKOCTI: thapmakoHarnagy (iHwi 3MiHu) - 3amiHa rpadivyHoro
1 a6o no 3 dpiakoHu C. A TaexyH ®APM. Ko. /1T4., 0(hOPM/IEHHSA MEPBVHHOI Ta BTOPMHHOI YNakoBOK Ha

3 KpanesnbH1LE B
KapTOHHi Kopobuyj

Kopes;
BTOpuHHe nakyBaHHA,
KOHTpOsb fkocTi [N13 Ta
BUNYCK cepil:
dapmaveBTUYHUIA 3aBOA,
«[Monbthapma» C. A,
MonbLua

TEKCT MapKyBaHHS yNakoBOK 3 BiNOBigHUMM
3miHamu o po3ginis MKA N3 (po3gin «padivHe
0hOpMIEHHS» 3aMiHEHO PO3Ai/T0M «MapKyBaHHS»)
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMKEHHS; 3MiHN | TUNY - AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpoBapPKEHHS Ais/IbHOCTI BUPOOHUMKA (BK/HOUaoUn,
3a HeobXiAHOCTI, MicLe NPoBEeAEHHS KOHTPOO
AKOCTI), ab0o BnacHvka macTtep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npOMIKHOTO NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOO6HMLTBI AP| (SKLLLO
3a3Ha4YeHo y 0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudpikara BiAnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKA HOBOT JONOMIDKHOI pEYOBUHY
(AKW0 3a3HAYEHO Y OCLE) - 3MiHa agpecu
BMpo6HMKa A®I| naTaHonpocTy. 6€3 3MiHU Micus
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
BUPOOHMUTBA; 3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO JIiKaPCbKOro 3acoby, BK/IKUHaoun AinbHUL
BUMYCKY cepii abo MicLe NpoBeAeHHS KOHTPOII0
AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, HEe BK/IKYAK4M BUMYCK cepild) -
3MiHa agpecu BupobHuka TaexyH PAPM. Ko. N14,
Kopes, 6e3 3miHu micusa BUpobHuLTBa (BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXEHHS);
3MiHY Il Tuny - 3MiHK 3 AkocTi. A®I. BUpobHULTBO
(iHWWIi 3MiHW) -OHOBIEHHA MalicTep dainy ans
aKTMBHOI PeYOBVHW NaTaHONPOCTY Bif, BXe
3aTBepAKeHoro BMpo6Huka Yonsung Fine Chemacal
Co., Ltd 3 Bepcii 5.0 Ha Bepcito 6.0
114. KYBAH® TabneTky po3UnHHI BioMapiH IpnaHgis BMPOOHULITBO HimeyuunHa/ BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/12202/01/01
no 100 mr, no 30 IHTepHeLwHN Hepo3acoBaHOi NPOAYKL;i, IpnaHgjs Il TMny - 3MiHKM 8O IHCTPYKLi ANS MegnyHoro peyenmom
abo no 120 Nimiteq nepBUHHE NakyBaHHA Y 3aCTOCyBaHHS A0 po3ainis "dapMakonoriyHi
Tabnetok y (p1aKoHU Ta KOHTPO/1b BNacTMBOCTI", "B3aemMogis 3 iIHLUMMU NiKapCbKUMN
nonieTuieHoBomMy AKOCTI NiKapCbKoro 3acoby: 3acob6amu Ta iHLWi BUAYM B3aemogiii", "3acTocyBaHHs
thnakoHi; no 1 Ekcenna 'm6X eHpg Ko., y nepioA BariTHOCTi abo rogyBaHHS rpyaa”,
hNakoHy B HimeuumnHa; KOHTPOsIb AKOCTI "Cnoci6 3acTocyBaHHA Ta fo3un" (NpUBeAEHHS
KapTOHHI KOpOOL; NiKkapcbKoro 3acoby iHcbopMmaLii 4o MaTepianis peecTpawiiHoro fockLe);
(MikpoGHe TecTyBaHHs): 3MiHM Il TRy - 3MiHW 8O0 IHCTPYKLIi 4N1s MeguyHoro
Nab6op N+C AT, HimeuunHa; 3acTocyBaHHA [0 po3ainy "MepenosyBaHHA"
CI'C IHcTuTyT PpeseHiyc (oHOBMIEHO iHChOPMALLito Y 3B'A3KY 3 OTPUMAaHHAM
'm6X, HimeuuunHa; 3BITY NPO KAiHIYHE JOCAiMKEHHS); 3MiHW I Tuny -
MapkKyBaHHS NakoHiB Ta 3MiHW 40 IHCTPYKLiT AN MeANYHOr0 3aCTOCYBaHHS
BTOPVHHE NaKyBaHHS: [0 po3ginis "OcobmBoCTi 3acTocyBaHHS", "M0OGIYHI
MinnmayHT Xenckeap /114, peakuji" (OHoBNeHHS iHhopMaLii BignoBigHO A0
IpnaHgis; bioMapiH 3aTBepaxeHol EMA). BBefeHHs 3MiH npoTsirom 6-
IHTepHewHn NimiTeq, TV MicALB Nicnsa 3aTBeppKeHHs
IpnaHgjs;
BiANOBIAa/IbHUIA 3a BUMYCK
cepii: BioMapiH IHTepHeLHN
NimiTen, lpnaHgis
115. KYBAH® TabneTky po3UnHHI BioMapiH IpnaHgis BMPOOHULITBO HimeyuunHa/ BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHU 3a UA/12202/01/01
no 100 mr, no 30 IHTEepHeLwHN Hepo3chacoBaHOol MPOAYKL;i, IpnaHgjs | TMNy - 3MiHK Y NpoLeci BUPO6HULITBA FOTOBOTO peyenmom
abo no 120 Nimiteq nepBUHHE NakyBaHHA y nikapcbKoro 3acoby, BKIOUaKUM MPOMKHUIA
Tabnetok y (p1akoHUN Ta KOHTPOS1b

nonieTuaeHoBomMy
hnakoHi; no 1
hNakoHy B
KapTOHHI Kopo6Lyi

SIKOCTi NikapCbKOro 3acoby:
Ekcenna 'm6X eHpg, Ko.,
HimeuuunHa; KOHTPOsIb AKOCTI
nikapcbkoro 3acoby
(MikpoGHe TecTyBaHHs):
Nab6op N+C AT, HimeuunHa;
CI'C IHcTuTyT ®peseHiyc

NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOrO J1iKapPCbKOro 3acoby - BUTyYEeHHS
napameTpy BUMIPIOBaHHS Barn 3aBuUTKy
noniecTepHoOro BosIokHa chapMaL,eBTUUYHOIO CTyMNeHs
AKOCTI KW Nepeg, 3aKpUTTAM NoMiLaoTb y
hnakoHW 3 NonieTusIeHy BUCOKOI LWi/IbHOCTI pa3oMm 3
KapTpuzKem 3 BOSIOronorimHayem; 3miiv | tuny -
3MiHW BUNPoByBaHb abo fOMYCTUMUX MEX,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

'M6X, HimeuuunHa,;
MapKyBaHHA (hnakoHiB Ta
BTOPVHHE NaKyBaHHS:
MinnmayHT Xenckeap /114,
Ipnangjs; BioMapiH
IHTepHewHn NimiTes,
IpnaHgis;
BiANOBIgaAbHWIA 32 BUNYCK
cepii: BioMapiH IHTepHeLHN
NimiTen, IpnaHais

BCTaHOB/IEHUX Y cneuundikauisx, nig yac
BMPOBGHMLTBA FOTOBOrO NiKapCbKOro 3acoby - 3MiHu
O4VHMLb BMMIPIOBaHHSA Y cneumdikauisx, nig vac
BMPOGHMLITBA FOTOBOrO JliKapCbKOro 3acoby Ans
nokasHuKa TBEpPAiCTb 3 KiNoyHTH (K) Ha HbOTOHM
(H); 3MiHM yacTOTV NPOBEAEHHS BMMPOGYBaHb Nif,
yac BMPOGHMLTBA FOTOBOTO /likapCbKOro 3acoby Ha
eTani 2 (komnpecis TabneTtok) Ta etani 3 (NakyBaHHs
Ta MapKyBaHHS); 3MiHN JONYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig yac
BMPOGHULITBA rOTOBOrO fikapCcbKoro 3acoby 3a n.
«Cap Torque» (KpyTHWIA MOMEHT KOBMayka nicns
3aKpUTTH)

116.

KYKYPY31
CTOBMYMKN 3
NPUNMOYKAMM

CTOBMYMKM 3
npuiMoykamm
pizaHo-npecosaHi no
100 r y naukax 3
BHYTPILLUHIM NaKeToM

MpAT
"NikTpasun"

YkpaiHa

MpAT "MlikTpasu’”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN
Il TNy - 3mMiHa napameTpiB cneundikauii Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby

(3miHa 3HaxoauTbCA No3a 3aTBEPLKEHNMMN
[OMYCTUMUMK MeXamu cneumdikadliin)

6e3
peyenma

UA/5867/01/01

117.

NEBAHA® IC

Tabnetku no 0,5 mr
no 10 TabneTok y
6nicTepi; no 2
6nicTepu B nauui 3
KapToHY

ToBapucTso 3
[04aTKOBOIO
BignoBsiganbHicT
10 "IHTEPXIM"

Ykpaina

ToBapucTBO 3 A0AATKOBOK
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peECTpaLiiiHuX maTepianis: 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBMI NikapcbkWii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roToOBOro MikapCbKOro 3acoby (3amiHa abo
[0[laBaHHA AiNbHULL, Ha 5Kl 3AiACHIOETbLCSA
KOHTPONb/BUNPOBYBaHHSA cepil) - 3amiHa AiNbHULb,
e NPoBOAUTLCA BUNPOGYBaHHS KOHTPOIO cepii: 3
OinbHUUb 3a agpecamn YkpaiHa, 65080, Ogecbka
06n., M. Ogeca, JllocTaopdcbka gopora, 6ya. 86 Ta

YkpaiHa, 65025, m. Ogeca, 21-/ kM. CTapoKUIBCbKOT

[oporu, 23 Ha AiNbHULI0 38 afpecoro YkpaiHa,
65025, M. Opeca, 21-i kM. CTapokuiBCbKOI foporu,
40-A; 3MiHM | TNy - AAMIHICTPaTUBHI 3MiHN.
BunyueHHst BUPOOHMYOT AinbHULi (BKIHOYAKUN
AinbHuU ansa A®l, NpoMiXHOro nNpoAykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL Ans
NpoBefeHHA NakyBaHHS, BUPOOHUKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiid, MicLe
NpoBefEeHHs KOHTPO/IIO cepii) abo nocTayanbHuKa
BUXiQHOrO Marepiasy, peareHTy abo JONOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCLE) - BUTYUYEHHS
AinbHUUI YkpaiHa, 65080, Opecbka 061., M.Ogeca,
NMoctpopdicbka fopora, 6ya. 86, Ae 3A4iMCHI0ETLCS
36epiraHHs roToBOI NPOAYKLT, Ta BUSTyYEHHS
iHhopMauii LLOA0 MiCLe3HaXOMKEHHS OPUANYHOT
ocobm

3a
peyenmom

UA/11175/01/01

118.

NEBAHA® IC

Tabnetku no 1 mr no
10 TabneToK y

ToBapucTso 3
[0[1aTKOBOIO

YkpaiHa

ToBapuncTBO 3 A0AATKOBO
BiANOBIAA/IbHICTIO

YkpaiHa

BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis: 3MiHMN
| TMny - 3MiHK 3 AKOCTI. FOTOBUIA JTiKAPCLKMIA 3aci6.

3a
peyenmom

UA/11175/01/02
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Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

"IHTEPXIM"

3MiHN Yy BUPOGHUMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

20
nocBi0YeHHs1

6nicTepi; no 1
6nictepy B nauui 3
KapTOHY

BignoBigabHICT
10 "IHTEPXIM"

ToBapuCTBO 3 404AaTKOBOHO

YkpaiHa

CTOCYIOTbCS BUMYCKY cepii Ta KOHTPOSIO AKOCTI
roTOBOrO /likapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA AiNbHUL, Ha 5Kl 3AiCHI0ETLCA
KOHTPONb/BMNPOGYBaHHSA cepii) - 3amiHa AiNbHULb,
[ie NpoBOANTLCS BUNPOBYBAHHA KOHTPOSIIO cepii: 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Opecbka
06n., M. Ogeca, JllocTaopdhcbka gopora, 6ya. 86 Ta
YkpaiHa, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
noporu, 23 Ha AiNbHULI0 3a afpecoro YkpaiHa,
65025, M. Opfeca, 21-i kM. CTapokuiBCbKOI goporu,
40-A; 3miHW | TUNY - AAMIHICTPaTWBHI 3MiHU.
BunyueHHst BUPOGHMYOI AibHULi (BKIHOYAKUN
AinbHuui Ana A®l, npoMixxHOro NnpoaykTy abo
rOTOBOrO JliKapCbkoro 3acoby, AiNbHUL ANs
npoBefeHHsA nakyBaHHs, BUPOOHUKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiid, MicLe
NpoBefEeHHSI KOHTPO/IIO cepii) abo nocTavanbHuKa
BMXIZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PeyvoBUHM (SKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
AinbHUUI YkpaiHa, 65080, Opecbka 061., m.Ogeca,
NMoctpopdicbka fopora, 6ya. 86, fe 3A4iMCHI0ETbCS
36epiraHHsA roToBOI NPOAYKLIT, Ta BUNYYEHHS
iHhopMaUii LLOA0 MiCLEe3HaXOMKEHHS FOPUANYHOT
ocobu
BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN

3a
peyerimom

UA/11175/01/03

119.

NEBAHA® IC

TabneTkv No 2 Mr no
10 TabneTok y
6nictepi; no 1
6nicTepy B navui 3
KapTOHY

ToBapucTso 3
[0aTKOBOO
BignosiganbHICT
10 "IHTEPXIM"

YkpaiHa

BiANOBiAA/IbHICTIO
"IHTEPXIM"

| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbknii 3acib.
3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYOTbCS BUMYCKY cepii Ta KOHTPOSIO AKOCTi
roTOBOrO flikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA AiNbHULL, Ha SKIl 3AiCHI0ETLCA
KOHTPONb/BMNPOGYBaHHSA cepii) - 3amiHa AiNbHULb,
[e NpoBOANTLCS BUNPOBYBaHHSA KOHTPOSIIO cepii: 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Ogecbka
06n., M. Ogeca, Jlloctaopdhcbka gopora, 6ya. 86 Ta
Ykpaina, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
noporu, 23 Ha AiNbHULI0 3a afpecolo YkpaiHa,
65025, m. Opgeca, 21-it kM. CTapOKMIBCLKOT AOpOru,
40-A; 3MiHW | TUNY - AAMIHICTPaTWBHI 3MiHU.
BunyyeHHs1 BUPOOHMYOT AiNbHULL (BK/THOUA0UN
AinbHuui Ana A®l, npoMixXHOro NpoaykTy abo
roTOBOrO JlikapCbKoro 3acoby, AinbHULi Ans
npoBefeHHsA nakyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiid, MicLe
NpoBefeHHS1 KOHTPO/IIO cepii) abo nocTavanbHrKa
BMXIZAHOrO MaTepiany, peareHTy abo AOMNOMDKHOI

PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - BUTYYEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
AinbHUUI YkpaiHa, 65080, Opecbka 061., M.Ogeca,
Toctpopdicbka fopora, 6ys. 86, fe 34iiCHI0ETbCS
36epiraHHs roToBOI NPOAYKLiT, Ta BUYYEHHS
iH(hopMaUii WoA0 MiCLLe3HaX0MKEHHS PUANYHOT
ocobm
120. | NEBO®JIOKCAL, | po3uvH Ans iHdysii M. BioTek 114 Benwuka MNT. HOBENN IHAOHE3IA BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/12860/01/01
NH no 5 mr/mn no 100 BpuTaHin SAPMACBHIKOTIKAN | TMNy - AAMiHICTpaTVBHI 3MiHW. BunyyeHHs peyenmom
My donakoHi; no 1 NNABOPATOPI3 BMPOBHUYOI AiNbHUL (BKNHOYAOUN AiNbHNL ANS
dhnakoHy y nauui 3 A®I, npomiXHOro NpoAyKkTy abo roToBoro
KapTOHY nikapcbKoro 3acoby, AiNbHULI ANS NpoBeAEeHHS
nakyBaHHs, BUPOOHYKa, BifNOBiAaIbHOIO 3a BUMYCK
cepild, MicLle NpoBeAEHHS KOHTPOSIO cepii) abo
noctavasnibHUKa BUXiZHOro martepiasny, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOCHE) -
BWTyYEHHS BUPOOHUYOI AinbHULi Akymc [iparc eHp,
PapmacbtoTikanc Jita, Hais
121. | NE®NOK- PO3unH ANs iHdys3il, MpAT Ykpaina MpAT "®apmaueBTuyHa Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN 3a UA/14011/01/01
AAPHUUA 5mr/Mnno 100 mny | “"®dapmaueBTUYH hipma "OapHuus” | TNy - 3mMiHa napamMeTpiB cneyudikauin Ta/abo peyenmom
thnakoHi; no 1 a hipma O0NyCTUMUX MEX NePBUHHOT YNakoBKU rOTOBOr0
dhnakoHy y nauu; no "fapHnus” nikapcbKoro 3acoby (A0NOBHEHHS crieumdikavii
100 mn y dpnakoHax HOBVM MOKa3HMKOM 3 BiAMNOBiAHUM METOA0M
BMNPOGYBaHHs). BBegeHHsA 3MiH NnpoTArom 6-tn
MicAiLiB nicnsa 3aTBepAKeHHSA
122. | NNE®CAH PO34uH ANs iHQy3il M. BioTek NiTg, Benuka MT. HOBE/N IHOOHesiA BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHN 3a UA/12567/01/01
no 5 mr/mn no 100 BputaHis PAPMACBIOTIKAN | TMNy - AOMIHICTpaTMBHI 3MiHU. BUnyyeHHs peyenmom
My dhiakoHi, no 1 NIABOPATOPI3 BMPOGHUYOT AiNbHULI (BKIKOYAKUM AiNTbHUL AN
dhnakoHy y nauui 3 A®I, npomiXXHOro NpoAyKTy abo roToBoro
KapTOHY NikapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
nakyBaHHs1, BAPOOHUKaA, Bi4NOBIgaIbHOMO 3a BUMYCK
cepild, MicLle NpoBeAEeHHSI KOHTPOSIO cepii) abo
nocTavasnbHvKa BUXIAHOTO MaTepiasny, peareHTy abo
[0NOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y AOCHE) -
BUTYYEHHS BUPOOHUYOI AinbHULi Akymc [lparc eHp,
PapmacbtoTikanc /114, IHaisa
123. | NE®CAH PO34uH ANs iHdysil M. BioTtek T4 Benwvka MNT. HOBENN IHOOHESIA BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN - UA/12568/01/01
no 5 mr/mn in bulk: BpuTaHia PAPMACBHIOTIKAN | TMny - AOMiHICTpaTUBHI 3MiHW. BunyyeHHs
no 50 cpnakoHis y NABOPATOPI3 BMPOBHUYOI AiNbHUL (BKNHOYAOUN AiNbHUL ANS
nauti 3 kKapToHy A®l, NPOMiXXHOro NPOAYKTY abo roToBOro
nikapcbKoro 3acoby, AinbHULI ANS NpoBefeHHS
nakyBaHHs, BUPOOHYKa, BifNOBiAaIbHOIO 3a BUMYCK
cepili, MicLie NpoOBeAEHHS KOHTPOSIO cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiay, peareHTy abo
[ONOMDKHOT PEYOBUHM (AIKLLO 3a3HAYEHO Y [0ChE) -
BWTyYEHHS BUPOOHUYOI AinbHULi Akymc [iparc eHpg,
PapmacbroTikanc fitg, Hais
124. nioniB-BIONIK® niocpinizat gns MAT Ykpaina MNAT "®APMCTAHOAPT- Ykpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepianiB: 3MiHN 3a UA/3549/01/01
emy/bCii ans "®APMCTAHLA BIOJIIK" | TMny - 3MiHK 3 AKOCTI. FOTOBWIA JTiKAPCLKMIA 3aci6. peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
iH'ekuit 1 dhnakoH PT-BIONIK" CT1abinbHICTb. 3MiHa Yy TepMiHax npugarHocTi abo
a6o nnsiwka 3 yMoBax 36epiraHHsi rOTOBOro NlikapCbKoro 3acoby
niodpinizatom y (36iNbLUEHHA TEPMiHY MPUAATHOCTI FOTOBOrO
nauuj nikapcbKoro 3acoby) - 36iNbLUeHHS TEPMiHY
NpuAATHOCTI NTiKapCbKOro 3acoby
6i0/10ri4YHOro/iMyHO/TONYHOTO MOXOKEHHS HA OCHOBI
pesynbTaTiB A0CNifKeHb CTabiIbHOCTI, NpoBeeHNX
Bi4MNOBIAHO A0 3aTBEPAXKEHOr0 NPOTOKOY -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB AOBrOCTPOKOBUX AOC/IIKEHD
CTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH npugartHocTi. 1 pik. 3anponoHoBaHo: TepMiH
npugaTHocTi. 1 pik 6 micauis.
125. | NINIH-BIONIK® niodpinizat ana NnAT YkpaiHa MAT "®APMCTAHOAPT- YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/3528/01/01
emysbceii no 500 mr "®APMCTAHOA BIOJIK" | Tuny - 3MiHK 3 sikocTi. FOTOBWMIA Nikapcbkunii 3aci6. peyenmom
1 cbnakoH abo PT-BIONIK" CT1abifbHICTb. 3MiHa y TepMiHax NpugaTHocTi abo
nnsLwka 3 ymMoBax 36epiraHHsi roTOBOrO /iKapCbKoro 3acoby
niocpinizaTom B (36iNbLUEHHA TEePMiHY NPUAATHOCTI FOTOBOro
nauuj; KomnnekT: 3 NiKapcbKoro 3acoby) - 36iNbLIEHHA TEPMiHY
chnakoHu 3 nNpuAAaTHOCTI JTiKapcbKoro 3acoby
niocpinizatom Ta 1 6i0N10ri4YHOro/iMyHO/ONYHOr0 NOXO)KEHHS HA OCHOBI
iHranaTop Nebuliser pe3ynbTaTiB A0CNiAKEHb CTabiNbHOCTI, NPOBEAEHNX
B Mmauuj BiANOBIAHO A0 3aTBEPAXKEHOr0 NPOTOKOSY -
36i/1bLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHMUX
pe3ynbTaTiB [OBrOCTPOKOBMX AOCILKEHb
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
Tepmin npugatHocTi. 1 pik. 3anponoHosaHo: TepMiH
npuAAaTHOCTI. 1 pik 6 MicAliB.
126. | JIONEAIYM® Kancynu TBepai no 2 CaHpo3 CnoBeHis BUPO6HMUTBO in bulk, HimeyuunHa/ BHECEHHS 3MiH [J0 pEECTpaLiiiHUX MaTepianis: 3MiHN 6e3 UA/9738/01/01
Mr; Mo 6 Kancyny dapmacbloTikan nakyBaHHs, BUNYyCK cepil: Monba | TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa peyenma
6nicTepi; no 1 34.0. Cantotac dapma Mm6X, HalilMeHyBaHHS Ta/abo agpecy MicLs NPoBaXeHHS

6nictepy B
KapTOHHI kopobuy;
no 10 kancyny
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

HimeuunHa;

nakyBaHHs, BUNYyCK cepil:
Nek C.A., Monbwa

LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BK/OYAKUM Ai/TbHUL BUNYCKY
cepii abo micLe NpoBeAEHHSI KOHTPOJHO SKOCTI.
(misnbHICTb, 3a SKy BigNOBIAaE BUPOOHUK/iMNopTep,
BK/IOYA0UM BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHWKIB, BigNoBifanbHMX 3a BUMYycK cepii, 6e3
3MiHM MicuA BUpo6HMLTBA (BBEAEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNSA 3aTBEPKEHHS); 3MiHU
| TNy - 3MiHKM 3 AkocTi. A®l. BupobHuLTBO. 3MiHa
BUPOGHMKA BUXIAHOTO/NPOMIXXHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTHCA Y
BMPOGHMYOMY npotieci ADI, abo 3miHa BUPO6HUKa
(BKknovatoum, ae HeobxigHO, MicLe NPOBEAEHHS
KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BiAnoBiaHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(BBEAEHHA HOBOI [i/TbHNL,,
[e 30iCHIETLCA MIKPOHI3aL,isl) - BBEAEHHS
[0aTKOBOT BUPOBHWNYOI AiNbHULI ANa MiKpOHi3au,i
Aitoyoi pevosnHn — GFM Gesellschaft Bremen, sika
3aBxav byna npucyTHs, ane He 6yna BUHeCeHa B
mMarepiany peecTpauiiHoro Aockbe; 3MiHuM | TUny -
3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/TE-
cepTudiikaT BigMNoOBIAHOCTI EBpONenchkili
thapmakonei/MoHorpadii. MogaHHs HOBOro abo
OHOBJIEHOrO cepTucpikaTa BiANOBIAHOCTI ab6o
BWyYEHHS cepTudpikarta BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei: Ana A®l; gns BuxigHoro
marepiany/peareHTy/NpOMIKHOTO NPOAYKTY, LLO
BUKOPWCTOBYIOTbCSA Yy BUPOOHMLTBI ADI; ans
[O0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€sponeiicbkili hapmakonei) - OHOBNEHNI
cepTudikaT Bif y)xe 3aTBEpAXEHOro BUPOOHUKA -
nofaHHsA oHossieHoro CepTudikaty BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2008-313-Rev
01 (nonepegaHs Bepcis R1-CEP 2008-313-Rev 00)
Bifl BXXe 3aTBepXeHoro BupobHnka TEVA
Pharmaceutical Industries Ltd ana A®| nonepamigy
rigpoxnopwvg; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI E€BpPONENChKiit
thapmakonei/MoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BiANOBIAHOCTI a60
BWNYYEHHSA cepTudikarta BiAnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NPoaykTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; Ans
[OMNOMDKHOT peyoBMHY (cepTuddikaTt BiAnoBigHOCTI
€Bponelicbkiii hapmakonei) - OHOB/IEHWIA
cepTudikaT Bif yxe 3aTBEpAXEHOro BUPOOHUKA -
nogaHHsa oHosneHoro CEP R1-CEP 2004-132-Rev
03 (nonepegHs Bepcia R1-CEP 2004-132-Rev 02)
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHMKA BHACAIAO0K 3MiHW
Ha3BW Ta agpecy BUpPOGHMKa Ta 3MiHWM agpecy canTy
0151 BUPOOHULITBA NPOMIDKHOIO MPOAYKTY 6€3 3MiHu
ioro micLe3HaxomKeHHs

127.

NONEAIYM®

Kancynv Teepgi no 2
Mr; No 6 kancyny
6nictepi; no 1
6nictepy B
KapTOHHI kopobuy;
no 10 kancyny

CaHpo3s
dapmacbloTikan

3 4.4

CnoBeHisi

BMPOGHMLTBO in bulk,

nakyBaHHs1, BUMNYCK cepii:

Cantotac ®apma M'm6X,

HimeuunHa; nakyBaHHS,

Bunyck cepii: Jlek C.A.,
MonbLa

HimeuunHa/
MonbLa

BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN
| TMnNy - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUX JaHvx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHNX AaHNX NPO cucTeMy
dhapMakoHarnsay, 3mMiHa ynoBHOBaXEHOT 0cobu,

6e3
peyenma

UA/9738/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
6nicTepi; no 1 BiANOBIAA/LHOI 3a 34iiCHEHHSA (hapmakoHarnagy;
6nictepy B KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asiBHuKa A1
KapTOHHI Kopo6Lyi 3[jiCHEeHHSs1 hapMakoHarisay B YkpaiHi, KLLO BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6y, BignoBiganbHOT
3a 3fjiicHeHHs hapmakoHarnsgy (Bkiovaoun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLleHHI MacTep-
(paiina cuctemu hapmakoHarnsay) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CObM 3asiBHUKA
Ana 3pjiicHeHHs hapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-caiina
128. | NOPICTA® H TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "“in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 3a UA/6454/01/01
NiBKOBOO HoBo mecTo nepBUHHE Ta BTOPUHHE | TMNy - nogaHHA oHoBneHoro CepTudikary peyenmom
060n0Hkot0, 50 nakyBaHHs, KOHTPOSIb Ta BiANOBIAHOCTI E€Bponeiickbkin thapmakonei R1-CEP
mr/12,5 mr no 10 Bunyck cepii: KPKA, g.4., 2004-307-Rev 04 Big BXe 3aTBEpPAKEHOIO
Tabnetok y 6nictepi; HoBo mecTo, CnoBeHis; BMpo6HUKa ansa AP rigpoxnopoTiasnay
no 3 a6o no 6 a6o KOHTpPOnb cepii:
no 9 6nictepiB y KPKA, a.4., HoBo mecTo,
KapTOHHI kopobuy; CNoBeHIs; KOHTPO/Ib cepii:
no 14 tabneTtok y NabeHa g.0.0., CnoseHis
6nicTepi, no 1, abo
no 2, a6o no 4, abo
no 6, aéo no 7
6nicTtepiB y
KapTOHHII Kopo6Lii
129. | NNOPICTA® H 100 | Tabnetku, BKpUTI KPKA, 4.4., CnoBeHis BMPOGHMLTBO "in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN 3a UA/12084/01/01
N/1iBKOBOO HoBo mecTo nepBUHHe Ta BTOPUHHE | TMNy - nogaHHA oHoBneHoro Ceptudikary peyenmom
060/10HKO0, No 100 nakyBaHHs1, KOHTPO/b Ta BiAnoBigHOCTI EBponeiickbkili hapmakonei R1-CEP
mr/12,5 mr no 10 Bunyck cepii: KPKA, g.4., 2004-307-Rev 04 Big BXe 3aTBEPAKEHOrO
Tabnetok y 6nictepi; HoBo mecTo, CrnoBeHis; BMpo6HUKa Ana A®I rigpoxnopoTiasngy
no 3 a6o no 6 KOHTPO/b cepii:
6nicTepiB y KPKA, a.4., HoBo mecrTo,
KapTOHHI kopobuy; CnoBeHisA; KOHTPOSIb cepil:
no 14 tabnetok y Nab6eHa fa.0.0., CnoseHis
6nictepi, no 2 abo
no 4 6nictepn y
KapTOHHI kopobuy;
no 15 tabnetok y
6nicTepi, no 2 abo
no 4 a6o no 6
6nictepiB y
KapPTOHHI Kopobui
130. | NIOPICTA® HD TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in bulk", CnoseHis BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHW 3a UA/6454/01/02
N/1iBKOBOO HoBo mecTo NnepBUHHE Ta BTOPUHHE | TMny - nofaHHA oHoBneHoro Ceptudikary peyenmom

060/10HKO0, 100
mr/25 mr; no 10
TabneTok y 6rictepi;

nakyBaHHS, KOHTPO/Ib Ta
Bunyck cepii: KPKA, a.4.,
HoBso mecTo, CnoBeHis;

BiAnoBigHOCTI EBponeiickbkilt hapmakonei R1-CEP
2004-307-Rev 04 Big, BXe 3aTBEpAKEHOr0
BMpo6HUKa anst A®I rigpoxsiopoTiasugy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
no 3, a6o no 6, abo KOHTPONb cepii:
no 9 6nictepis y KPKA, a.4., HoBo mecTo,
KapTOHHI kopobuy; CnOBEHif1; KOHTPO/Ib Cepii:
no 14 tabneTtok y NabeHa pa.0.0., CnoBeHis
6nictepi, no 1, abo
no 2, a6o no 4, abo
no 6, abo no 7
6nictepiB y
KapPTOHHI Kopobui
131. MAAJIOKC® CycrneHsis opa/ibHa TOB "CaHodi- YkpaiHa Eii. HatTepmaHH eHp, Calii. HimeyuunHa/ BHECEHHS 3MiH [J0 pEECTPAaLiiiHMX MaTepianis: 3MiHN 6e3 UA/9220/01/01
Nel: no 250 mny ABeHTIC 'M6X, HimeyunHa,; ITanis Il TMny - 3MiHK WoA0 6e3nekn/edPeKTUBHOCTI Ta peyenma
thnakoHi; no 1 Ykpaina" CaHodpi C.n.A, Itanisa thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuui
hNakoHy B niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
KapTOHHI KOpoOL IHCTPYKUIT 418 MeAUYHOro 3aCTOCyBaHHS y 3B'A3KY i3
HOBUMMW AaHUMU 3 IKOCTi, AOKMIHIYHUMM, KTiHIYHUMM
JaHuMu Ta faHumu 3 hapmakoHarnagy - 3mMiHu
BHECEHO [0 IHCTPYKLi 415 MeanyHoro
3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakoTepaneBTMyHa rpyna” (yToYHeHHs
hopmyoBaHHs), "dapMakooriyHi B1acTusocTi”,
"MokasaHHa" (yTOUHeHHSs iHdopmalLii), "B3aemogis 3
IHLWMMK NiKkapcbknMy 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog, BariTHOCTi ab0 roflyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta [03n",
"MepepnosysaHHsa", "MoGIYHI peakuii”, a Takox
YTOYHEHHS Ha3B PO34iNiB 3riAHO YNHHOIO
3aKoHOfaBCcTBa
132. | MATHE-B6® Tabnetkun, BKpUTI TOB "CaHodpi- YkpaiHa CaHodpi BiHTpon IHgacTpia, PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3MiHK 6e3 UA/5476/02/01
o60onoHkoto, Ne 50 ABeHTIC PpaHuis; YropwuHa | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
(10x5): no 10 YkpaiHa" XIHOIH 3aBog HaliMeHyBaHHs Ta/abo agpecu MicLsa NPOBaKEHHS
Tabnetok y 6nictepi, dapmaueBTUYHNX Ta AiSNbHOCTI BUPO6HUMKa/iMnopTepa rotoBoro
no 5 6nictepiB y XimiyHunx MpogaykTis MNpaiisit NiKapCcbKOro 3acoby, BKIOYAKUY [i/TbHUL BAMYCKY
KapTOHHIi Kopo6Lyi Ko. NITg. Nignpremctso 2 cepii abo micLe NpoBeAEeHHS KOHTPOJIKO SKOCTI.
(nignpnemcTBO (misnbHiCTb, 3a AKy Bignosigae BUPOGHMK/iMnopTep,
Bepelwenpxas), YropwuHa BK/IOUA0UM BUMYCK Cepili) 3MiHa Ha3BW Ta agpecu
BUpo6HUKa /13 XIHOIH 3aBoa ®apmaLeBTUUYHNX Ta
Ximiununx MpoaykTis Mpaisit Ko. IT4., YropuwmHa
BBefeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPAKEHHS.
133. MEBrarPoniH KpUCTanivyHuiA ToBapucTBO 3 Ykpaina ToBapuCcTBO 3 0OMEXEHOID Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHW - UA/5980/01/01

NMopOLLIOK
(cybeTaHuis) y
MilLKax
NnonieTUNEHOBKX
0151 BUPO6HULTBA
HECTEPUIbHUX

06MexeHoH
BiANOBIga/bHICT
10 "GPAPMXIM"

BiAMNOBIAA/IbHICTIO
"®APMXIM"

| Tuny - 3miHK B Npoueci BUpo6bHuuTBa Adl -
ONTUMI3aLlisi TEXHONOTYHOro npouecy 6e3 3MiH
sakocTi A®I, a came: gogaHo Ctagito 5 - 3MillyBaHHS
cy6CTaHUii 3 noganblunmM hacyBaHHSAM B MiLLIK/
nonietuneHosi Ta Ctagijto 6 — ynakoska y BTOPUHHY
Tapy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
NiKapcbkux popm
134. MEAO®AKCUH Kancyu Megokemi T Kinp BMPOGHMLITBO IHais/ Kinp BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN 3a UA/9783/01/01
NpPOJIOHrOBaHOI fji Hepo3dacoBaHOro | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 37,5 mr no 10 NPoAyKTY, NepBuHHE Ta thapmakoHarnagy. BeegeHHs abo 3MiHu fo
Kancyn y énicrepi; BTOPVHHE NaKyBaHHSA: y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
no 3 abo 5 6nictepis Livnna 14, IHAis; nepBuHHe (BBEAEHHSA y3araslbHEHUX AaHKX NPO CMCTeMy
Y KapTOHHIiiA Ta BTOPVHHE NaKyBaHHS, chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT 0coow,
ynakoBLi KOHTPO/b SIKOCTI, A03BI/NT HA BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
BuNyck cepii: Megokemi NT/, KOHTaKTHOI 0Co6U 3 chapmakoHarnsay 3asiBHVKa 415
(3aBog AZ), Kinp 3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnagy) - 3miHa
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pegakuis: Menex liogmuna
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CO6M 3asiBHVKA
135. MEAO®DAKCUH Kancyv Megokemi T Kinp BMPOGHMLITBO IHAais/ Kinp BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN 3a UA/9783/01/02
NPOJIOHroBaHoI Al Hepo3dgacodBaHoro | TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 75 mr no 10 NPoAyKTY, NepBMHHE Ta thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
Kancyn y 6nicrepi; BTOPVHHE NaKyBaHHSA: y3arasibHeHVX AaHux npo cuctemy chapmakoHarnsgy
no 3 abo 5 6nictepis Lvnna NTg, IHAia; nepBuHHe (BBEAEHHA y3araslbHEHUX AAaHUX MPO cUCTeMy
Y KapTOHHIiiA Ta BTOPVHHE NaKyBaHHS, chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0coow,
ynakoBLi KOHTPO/b SIKOCTI, A03BIN HA BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
BUNycK cepii: Megokemi 1T/, KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa A5
(3aBog AZ), Kinp 3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, AKLL0 BoHA
BiAMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsagy (BkiYaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLeHHI macTep-
thaiina cuctemun chapmakoHarnagy) - 3miHa
KOHTaKTHOI 0c0obM 3 hapMakoHaragy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarnsay B YKpaiHi.
MponoHoBaHa pegakuis: Menex liogmuna
OnekcaHgpiBHa. 3MiHA KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asBHMKa
136. MEAODAKCUH Kancysnu Megokemi T4 Kinp BMPOGHULTBO IHgis/ Kinp BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHM 3a UA/9783/01/03
NPOJIOHroBaHoI Al Hepo3dacodBaHoro | TNy - 3miHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom

no 150 mr no 10
Kancyn y 6nictepi;
no 3 abo 5 6nictepis
Y KapTOHHiiA
ynakoBLj

NpoAyKTY, NepBUHHE Ta
BTOPVHHE NaKyBaHHS:
Uwvnna Ntg, IHAia; nepBuHHe
Ta BTOPVHHE MakKyBaHHs,
KOHTPO/Ib SIKOCTI, A03BI/T HA
BUNycK cepii: Megokemi 1T/,
(3aBog AZ), Kinp

thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3arasibHeHVX AaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX AaHKX NPO cMCTeMy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHol ocoou,
BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHUKa Ans
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BoHa
BigMiHHa Bif YNOBHOBaXXEHOI 0CO6M, BignoBigabHOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3a 3[jiicHeHHSs1 hapMakoHarniaay (BkIyakum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLleHHi MacTep-
thaiina cuctemmn chbapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3 thapmakoHarnsay 3assHuKa A
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi.
MponoHoBaHa pepakuis: Menex Sliogmuna
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U 3asBHMKa

137.

MEMATOH IC

TabneTkun, BKpUTI
nniBKOBOIO
060/10HKOI0, N0 10
Mmr o 10 TabneTok y
6nictepi; no 3
6nicTepy B nayu,i

ToBapucTso 3
[0,aTKOBOO
BiANOBIga/IbHICT
0 "IHTEPXIM"

YkpaiHa

ToBapuCcTBO 3 A0AATKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN
| TMNy - AAMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AinbHUL (BKNKOYAKUN AiNbHNL ANS
A®I, npomiXHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AinbHULI ANS NpoBeAEeHHS
nakyBaHHs, BUPOOHYKa, BifNoBiAaIbHOIO 3a BUMYCK
cepili, MicLie NpoBeAEHHS KOHTPOSIO cepii) abo
noctavasnibHUKa BUXiZHOro martepiasny, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOCHE) -
BUyYEHHS AiNbHULI 3a agpecoto YkpaiHa, 65080,
Ogpecbka 0611., M.Ofeca, JllocTaopdicbka fopora,
6yA. 86, Ae 34iACHI0ETLCA 36epiraHHs roToBoT
NpOAYKUIl; BUNYyYEHHS AiNbHULI 3a aapecoto
YkpaiHa, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
goporu, 23, e 34ilicHioBanoch 36epiraHHs
CMPOBUWHM Ta MaTepiasniB; BUIy4YeHHs iHdopmauii ,
00 MiCLLe3HaX0MKEHHS OPUANYHOI 0cobU

3a
peyenmom

UA/16535/01/01

138.

MEMATOH IC

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, N0 20
mr no 10 TabneTok y
6nicTepi; no 3
6nictepu B nauui

ToBapucTso 3
[0aTKOBOO
BignoBigabHICT
10 "IHTEPXIM"

Ykpaina

ToBapuCTBO 3 A404AaTKOBOH
BifNoBiAaNbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN
| TMny - AgMiHiCTpaTUBHI 3MiHW. BuniyyeHHs
BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANS
A®I|, NPOMIXHOro NPOAYKTY abo roToBoro
nikapcbKoro 3acoby, AinbHNLi AN NPOBEAEHHS
nakyBaHHs1, BAPOOHUKaA, BiNOBIAaIbHOMO 3a BUNYCK
cepiii, Micue NpoBeAeHHs1 KOHTPOSO cepii) abo
noctayasibH1Ka BUXiAHOTO MaTepiasy, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOChE) -
BUIYYEHHN AiNbHULI 38 agpecoto YkpaiHa, 65080,
Opecbka 061., M.Ogeca, /liocTaopdcbka Aopora,
6yn. 86, e 34iCHI0ETLCA 36epiraHHs roToBol
NPOAYKLUIT; BUNYyYEHHS AiNbHULI 3a agpecoto
YkpaiHa, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
foporu, 23, ae 3gilicHoBanoch 36epiraHHs
CMPOBUWHM Ta MaTepianiB; BUIYYeHHS iHdopmauii ,
00 MiCLLe3HaXOMKEHHS OPUANYHOI 0Co6U

3a
peuyerimom

UA/16535/01/02

139.

METPOHIAA30N
- HOBO®APM

PO34KH ANs iHdys3ild,
5 mr/mn no 100 mn
Ta no 200 mny
NASAWLi CKNSHiA, no
1 naswui y nayyi, no

ToBapucTso 3
0bMexeHot
BignoBigasbHICT
10 hipma
"HoBodhapm-

YkpaiHa

ToBapuCTBO 3 0OMEXEHOI0
BiAMOBIAA/IbHICTIO dhipma
"HoBothapm-biocnHTes"

YkpaiHa

BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis: 3MiHMN
Il TMNy - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
3060B'A3aHb Ta YMOB BUJadi peecTpaLiiHoro
NoCBiAYeHHs, BKNoYaoun MnaH ynpasiHHA

3a
peyenmom

UA/5519/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
100 mn Ta no 200 BiocnHTes" pusmKamm (3acTocyBaHHS 3MiH(1), Aki(a)
M/ Y NASLWKaX BMMaralTb(€) NOAAIbLIOIO 06I'PYHTYBAHHS HOBYMM
CKMAHNX [04aTKOBUM A@HNMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKa KOMMETEHTHUM OpraHom) -
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
o Mopsaky NpoBefeHHA ekcnepTuan
peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCA Ha iepXaBHy peecTpaLiiio
(nepepeecTpauiio), a Takox ekcnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHix martepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepakeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
140. METPOHIAA30/1 | po3uvH Ans iHdya3ii, MpAT YkpaiHa MpAT "®apmaLeBTuyHa YkpaiHa BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/4079/02/01
-AAPHULA 5 mr/mn; no 100 mn "GapmMaLeBTUyH thipma "AapHuug" | TNy - 3miHa napameTpiB cneuudikauin Ta/abo peyenmom
y hnakoHi a chipma [OMNYyCTUMKX MEX MEePBUHHOI YNaKoBKN rOTOBOrO
noninponizieHoBomy, "OapHuus" NiKapcbKoro 3acoby (A40NOBHEHHA cneuudikauit
no 1 conakoHy y HOBVM MOKA3HWKOM 3 BifiMOBIigHMM METOL0M
nauui; no 100 mn y BUMNPOOYBaHHSA) - BBEEHHA [OAaTKOBOrO NMoKasHuKa
dhnakoHax NS KOHTPO/0 NEPBUHHOTO MaKyBaHHS
(noninponineH B rpaHynax). KOHTposib NPOBOANTLCSA
nns 1-oi cepii Ha pik. BBegeHHA 3MiH NnpoTArom 6-
TN MiCALIB Nicnsa 3aTBepAXeHHsA
141. MIPIYM Tabnetkn no 5 mr no AT "I'piHaekc" Narteis BCi cTagii BpobHM4oro Icnanis/ BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHW 3a UA/15664/01/01
7 Tabnetok y npouecy: CiHToH XicnaHis, Bonrapis/ | TNy - 3mMiHa napamMeTpiB cneyudikauin Ta/abo peyenmom
6nictepi, no 2, 4, 7, C. N1, IcnaHis; Yecbka [0NyCTUMMX MEX rOTOBOTO J1iKapCbKOro 3acoby -
8 abo 14 6nicTepiB y anbTepHaTMBHA BMPOGHMYA Pecny6nika/ BUyYEHHS MokasHuKa «CepefHs maca 3i
nauui 3 KapToHy; Nno OiNbHULSA, Ha SKil HimeuunHa cneuudikaLii roToBOro Nikapcbkoro 3acoby, 3rigHo
10 TabneTok y NpOBOAUTLCA NEPBUHHE Ta opuriHanbHOI cneuugikaLii BUpobHMKa
6nictepi,no 1, 3,5 BTOPUHHE nakyBaHHs: i |
abo 10 6nicTepiB y dapmacbtoTikanc, /1Ta,
nauti 3 kKapToHy Bonrapisi; anbTepHaTMBHa
BMPOGHMYA AiNbHULSA, HA
SAKIV 34IACHIOETLCA KOHTPO/Tb
cepii/BMNpobyBaHHs:
KBiHTa-AHaniTuka c.p.o,
UYecbka Pecny6nika; /labop
N+C Al, HimewunHa; ITECT
nntc, ¢.p.o., Yecbka
Pecny6nika
142. MIPIYM Tabnetku no 10 mr AT "I'piHaekc" Nartsis BCi cTagii BUpo6bHM4oro Icnanis/ BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHU 3a UA/15664/01/02
no 7 TabneTok y npouecy: CiHToH XicnaHis, Bonrapisi/ | TMNYy - 3mMiHa NapameTpiB cneundikauii Ta/abo peuyenmom
6nicTepi, no 2, 4, 7, C. N1, IcnaHis; Yecbka [O0MNYyCTUMMX MEX FOTOBOrO /iKapCbKOro 3acoby -
8 abo 14 6nictepis y afibTepHaTMBHa BUPOGHMYA Pecny6nika/ BUyYEHHS MOKasHuKa «CepefHs maca 3i
nauui 3 KapToHy; No OiNbHUUSA, Ha SKi HimeyunHa crneundikauii rotoBoro Aikapcbkoro 3acoby, 3rigHo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
10 TabneTok y NpoOBOAUTLCA NEPBUHHE Ta opuriHanbHOT crneumdikaLii BUpo6HUka
6nictepi,no 1, 3,5 BTOPUHHE nakyBaHHA: i |
abo 10 6nicTepiB y dapmacbloTikanc, /1Tg,
nauui 3 kKapToHy Bonrapisi; anbTepHaTMBHa
BMPOGHMYA AiNbHULSA, HA
SAKIV 34ICHIOETBCSA KOHTPO/Tb
cepii/BMNpo6yBaHHsA:
KBiHTa-AHaniTuka c.p.o,
Yecbka Pecnybnika; /labop
N+C Al, HimewunHa; ITECT
nntc, €.p.o., Yecbka
Pecny6nika
143. MIPIYM Tabnetku no 15 mr AT "I'piHaekc" Nartsis BCi cTagii BUpo6bHM4oro IcnaHis/ BHECEHHS 3MiH [J0 pEECTPALiiiHMX MaTepianis: 3MiHU 3a UA/15664/01/03
no 7 tabnetok y npouecy: CiHTOH XicnaHis, Bonrapis/ | TNy - 3miHa napameTpiB cneundikauin Ta/abo peyenmom
6nicTepi, no 2, 4, 7, C. /1., IcnaHis; Yecbka [OMNYCTUMMX MEX FOTOBOrO /iKapCbKOro 3acoby -
8 abo 14 6nictepiB y anbTepHaTMBHA BUPOBGHUYA Pecny6nika/ BUJTyYEHHS NokasHunka «CepegHs maca» 3i
nauui 3 KapToHy; no OiNbHULA, Ha AKil HimeyunHa cneungikauii rotoBoro nikapcbkoro 3acoby, 3rigHo
10 TabneTok y NPOBOAMUTLCS MEPBUHHE Ta opuriHanbHOT crneumdikawii BUpobHuka
6nictepi,no 1, 3,5 BTOPVHHE NakyBaHHA: [xi |
a6o 10 6nicTepiB y dapmacstoTikanc, 114,
nauti 3 kKapToHy Bonrapisi; anbTepHaTuBHa
BMpOOHUYA AiNbHULSA, Ha
AKil 30iCHIOETHCSA KOHTPO/b
cepii/BnnpobyBaHHs:
KBiHTa-AHaniTuka c.p.o,
Yecbka Pecnybnika; Jlabop
N+C AT, Himeuunna; ITECT
nnc, c.p.o., Yecbka
Pecny6nika
144. MIPIYM Tabnetku no 20 mr AT "I'piHaekc" Nartsis BCi cTagii BUpO6GHMYOro Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU 3a UA/15664/01/04
no 7 TabneTok y npouecy: CiHToH XicnaHis, Bonrapisi/ | TNy - 3MiHa napamMeTpiB cneyudikauii Ta/abo peuyenmom
6nictepi, no 2, 4, 7, C. 1., IcnaHis; Yecbka LONYCTUMMX MEX rOTOBOTO JTiKapCbKOro 3acoby -
8 abo 14 6nicTepiB y anbTepHaTMBHA BMPOGHMYA Pecny6nika/ BWJTyYEeHHs NnokasHunka «CepefgHs maca» 3i
nauii 3 KapToHy; no [iNbHULSA, Ha Kl HimeyunHa cneuudikaLii rotoBoro nikapcbkoro 3acoby, 3rigHo
10 TabneTok y NPOBOAUTLCA NEPBUHHE Ta opuriHanbHOT crneumdikaLii BUpobHUKa
6nictepi,no 1, 3,5 BTOPVHHE nakyBaHHA: [xi |
a6o 10 6nicTepis y dapmacstoTikanc, 114,
nauui 3 KapToHy Bonrapisi; anbTepHaTMBHa
BUPOGHMYA AiNbHULSA, HA
SKil 3AIICHIOETLCSA KOHTPO/Tb
cepii/sunpobyBaHHs:
KBiHTa-AHaniTuKa c.p.o,
Yecbka Pecny6bnika; Slabop
N+C Arl, HimeuunHa; ITECT
nnwc, €.p.o., Yecobka
Pecny6nika
145. MIPIYM Tabnetkn no 30 mr AT "IpiHaekc" NatBis BCi cTagii BUpobHM4oro Icnanisi/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a UA/15664/01/05
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
no 7 TabneTok y npouecy: CiHToH XicnaHis, Bonrapis/ | TNy - 3mMiHa napamMeTpiB cneyudikauin Ta/abo peyenmom
6nictepi, no 2, 4, 7, C. N1, IcnaHis; Yecbka L0NYCTUMMX MEX rOTOBOTO JiKapCbKOro 3acoby -
8 abo 14 6nicTepiB y anbTepHaTMBHA BMPOGHMYA Pecny6nika/ BU/TyYEHHS MoKasHuKka «CepegHs macay 3i
nauui 3 KapToHy; Nno [iNbHUUSA, Ha Kl HimeyunHa cneuudikaLii rotoBoro nikapcbkoro 3acoby, 3rigHo
10 TabneTok y NpPOBOAUTLCA NEPBUHHE Ta opuriHanbHOT creumdikalii BUpoOHUKa
6nictepi,no 1, 3,5 BTOPUHHE NakyBaHHs: i |
a6o 10 6nicTepiB y $apmacstoTikanc, 114,
nauui 3 KapToHy Bonrapisi; anbTepHaTuBHa
BMPOGHMYA AiNbHULSA, HA
SKilA 34IAICHIOETLCA KOHTPO/Tb
cepii/sunpobyBaHHs:
KBiHTa-AHanitvka c.p.o,
Yecbka Pecny6bnika; Slabop
N+C Arl, HimeuunHa; ITECT
nnwc, €.p.o., Yecbka
Pecny6nika
146. M-M- NOPOLLOK A/1A Mepk Wapn i LLseiuapis Mepk Wapn i Joym B.B., Higepnangn/ | BHECEHHS 3MiH [0 peecTpauiiiHuX maTtepiasis: 3MiHN 3a UA/14950/01/01
PBAKCMPO® cycneHsii gns [oym lgea, IHK HinepnaHgy (BTOpyHHE CLA | TMNY - BUNYyYEHHS BUPOOHWNYOT AiNbHULL peyenmom
BAKUVHA And iH'ekuili no 1 posiy nakyBaHHs, BUNYycK cepii (Bovatoun ginbHuui ans A®I, npomixHoro
MPO®ITAKTUKUN hnakoHi Ne 1 B BaKLUVHUN Ta PO3YMHHMKA); NpoAyKTy abo roToBOro NiKapcbkoro 3acoby,
KOPY, KOMMJIEKTI 3 Mepk Wapn i Joym Kopn., AiNbHULI A58 NpoBeAeHHS NakyBaHHs, BUPOOHNMKa,
EMNIAEMIYHOIO PO34MHHMKOM (BOAa CLUA (BMPOBHMK BakLMHM in BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
MAPOTUTY TA ons iH'exuin) no 0,7 bulk Ta nepBrHHe NPOBEAEHHS KOHTPO/IO cepil) abo nocTavyanibHUKa
KPACHYXU My donakoHi Ne 1 nakyBaHHs1) BMXiQHOrO Marepiasy, peareHTy abo JONOMKHOT
XXNBA ab6o y nonepeaHbLO PEYOBUHM - BUTYYEHHS AibHULI iANOBiAabHOI 3a
HarnoBHEHOMY Bi3ya/IbHWI KOHTPO/Ib PO3YMHHMKA (BoAa A/1A
wnpuui Ne 1 B iH'EKL) y nonepeaHbO HAMOBHEHUX LUMPULAX
KOMN/eKTi 3 ABOMa
rofikamu; abo y
chnakoHax Ne 10 B
KOMM/IEKTi 3
PO34YMHHMKOM (BOAA
Ons iH'ekuin) no 0,7
My dhnakoHax Ne
10 B oKpemux
KOpobKkax
147. MOMAT-C MA3b | ma3b no 5r abo no neHmapk IHais FneHmapk ®apmacbloTrkan3 IHAis BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHU 3a UA/10654/01/01
10r,abono15ry PapmacboTuka nra. | Tuny - 3miHa Ha3BM BUPO6HUKa APl MOMeTa3oHy peyenmom
Ty6i; no 1 Ty6i B n3 nra. thypoaty, 6€3 3mMiHM MicLs BUpOOHMLTBA
KapTOHHII Kopo6Lli
148. MOHTEMAK 4 TabNeTKn XyBaslbHi Makneogc IHgis Makneogc IHais BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHW 3a UA/15178/01/02
no 4 mr no 10 dapmMacbloTuKa dapmacboTukanc Jlimites, | TNy - 3mMiHa B ymoBax 36epiraHHs NikapcbKoro peyenmom
Tabnetok y 6nictepi, nc Nimiten 3aco6y. 3anponoHoBaHo: YMOBU 36epiraHHs.
no 3 6nictepn y 36epirati npu Temnepartypi He Buuie 30°C B
KapTOHHI ynakoBLi opuriHanbHil ynakoBLi. 36epiratv y HeoCTynHOMY
ans aitei micui
149. MOHTEMAK 5 TabNETKN XXyBa/IbHI Makneoac IHgis Makneogc IHAis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM 3a UA/15178/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
no 5 mr no 10 dapmacboTuka dapmacbloTukanc Jimites, | TMNYy - 3mMiHa B ymMoBax 36epiraHHs nikapcbkoro peyenmom
Tabnetok y 6nictepi, nc Nimiteq 3ac06y. 3anponoHoBaHo: YMOBU 36epiraHHs.
no 3 6nictepn y 36epiratu npyu Temnepatypi He Bule 30°C B
KapTOHHI ynakoBLi opvriHanbHili ynakoBLi. 36epiratv y He4oCTynHOMY
ans aitei micui
150. | HATPIO Karncynv Teepgi no AT YkpaiHa AT "KMIBCbKIW YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/2091/01/01
ANKNODEHAK- 25 wmr, no 10 kancyn "KNIBCbK BITAMIHH 3ABOA" | TMNy - 3mMiHW y Npoueci BUpOOHULITBA FOTOBOIO peyernmom
KB y 6nicTepi; no 3 BITAMIHHWIA nikapcbKoro 3acoby, BKAOUaKUY NPOMKHUI
6nictepy B nav,i 3ABOA" MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpOOHULTBA); 3MiHU | TUMY - 3MiHK
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBMEHNX
y cneumdpikauisx, nig vyac BUPOGHULLTBA rOTOBOIO
nikapcbkoro 3acoby
151. HATPIO PO34uH NS iHQy3il, MAT YkpaiHa TOB thipma "Hosochapm- YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHU 3a UA/4131/02/01
xnoeupg, 9 mr/mn no 200 mn "Tanuucgapm” BiocnHTes", Ykpaina; MAT | TMNy - 3mMiHK y Nnpoueci BUpOBHULITBA FOTOBOrO peuyenmom
a6o 400 vn B "Tannudapm”, Ykpaina nikapcbKoro 3acoby, BKAOUaKUy NPOMKHUI
nAAWKax CKASHUX NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHULUTBA)
152. HATPIO PO3YMH ANS iH'EKLi, MpAT YkpaiHa MpAT "®apmaveBTuyHa YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHMX maTepianis: 3MiHU 3a UA/7493/01/01
XnopPua- 9 mr/mn, no 5 mn B "®papmMaLeBTUyH tipma "AapHuua" | TMNy - 3MiHa y napameTpax cneumdikaiin Ta/abo peyenmom
AAPHULUSA amnyni; no 5 amnyn a hipma LOMYCTUMMUX MEX, BUSHAUEHNX Y creundikalisix Ha
Y KOHTYpHili "NapHuusa” A®I, ab0 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
YyapyHKOBIl BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTea AdI -
ynakosLii; no 2 pefakuiiHe yTouHeHHs Ao Crneundikauii, Woao
KOHTYPHI YapyHKOBI KOHTpO/0 A®| HaTpIlo xopug, AN5 NoKa3HMKa
ynakoBKM B nauLii; no «MikpobionoriyHa unctora»
10 mn B amnyni; no
5 amnyn y KOHTYpHiii
YapyHKoBIl
ynakosLi; no 2
KOHTYPHi YapyHKOBI
yNakoBKM B NauLli
153. | HATPIO PO34unH NS iHdysi, MpAT YkpaiHa MpAT "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHN 3a UA/13841/01/01
Xnoeuma- 9 mr/mn no 200 mn "papmMaueBTUYH thipma "JapHuus” | TNy - 3mMiHa napamMeTpiB cneyudikauii Ta/abo peyenmom
AAPHUNLUA abo no 400 mny a thipma [0NyCTUMUX MEX NepBUHHOT yNaKoBKN rOTOBOro
dhnakoHax "NapHuus" nikapcbKoro 3acoby (40NOBHEHHS crieumdikavi
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNpo6yBaHHs). BBeAeHHA 3MiH NpoTArom 6-tn
MicsLiB nicns 3aTBepAKEeHHs
154. HAOTUDIH KpeM, 10 mr/r no 15 ToBapucTBO 3 YkpaiHa ToBapuCcTBO 3 06MEXEHOID YkpaiHa BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU 6e3 UA/16051/03/01
ry Ty6i; no 1 1y6i B 06MexeHot BIANOBIAA/BHICTIO | Tuny - 3miHa po3mipy cepii (BkIOYatoumn gianasoH peyenma
KOpOO6Lii 3 KapTOHY BiANOBIgabHICT "®apmaueBTuyHa thipma pO3Mmipy cepii) roTOBOro NikapCcbKoro 3acoby -
10 "BepTekc", YkpaiHa BBEJEHHS [,04aTKOBOro po3mipy cepii roToBoro
"®apmaueBTUYH (BUPOGHMLTBO 3 NPOAYKLT in NiKapcbKoro 3acoby A1 3aTBEPLKEHOT AiSTbHUL

a hipma

bulk ToBapucTsa 3

BMPOGHMLTBA TOBAPUCTBO 3 0GMEXEHOID
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
"BepTtekc" 06MeXeHo BignoBigasbHICTIO "®apmaueBTuyHa hipma
BIANOBIAA/LHICTIO "BepTekc", YkpaiHa (BUpO6HMLTBO 3 NpoAyKLil in
"apmaneBTMYHa KOMMaHis bulk)
"3p0poB's", YkpaiHa)
155. | HEMPO-HOPM Kancynu no 10 MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN 3a UA/3685/01/01
Karncyn y KOHTYpHiii "®apmaneBTUYH thipma "AapHuus” | TNy - 3miHa y napameTpax cneundikauii Ta/abo peyenmom
YapyHKOBIl a ipma LOMYCTUMMUX MEX, BUHAUEHNX Y creundikaLisax Ha
ynakosLi; no 2 a6o 6 "fapHnus” A®I, ab0 BUXIgHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo

KOHTYPHUX
YyapyHKOBUX
ynakoBOK y nauuj

BVIKOPVCTOBYIOTbCS Y Npoueci BupobHuutea Adl;
CYNyTHSA 3MiHa: 3MiHa y MeTofax BunpobyBaHHs AdI
abo BUXigHOro marepiany/npoMikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpobHuLTBa AP| (HE3HAUHI 3MiHW Y
3aTBEPMKEHUX MeTOoAax BUNPOBYBaHHS) - 3MiHU [0
cneuudikauii Ta meTogis KoHTposio A®I MipaueTtam
3a NoKasHUKOM «MBUY», y 3B'A3Ky 3 NPUBEAEHHSM Y
BiANOBIAHICTb A0 BUMOr [AdY; 3miHu | Tuny - 3MiHa Y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTbCS Yy npoueci BupobHuytea AdI
(BVNYYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTi
(Hanpviknag, BUyYeHHs 3acTapisioro NokasHrka));
CynyTHS 3MiHa: 3MiHa Yy MeTofax BUnpobysaHHs AdI
abo BuXigHoro marepiany/npoMiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSH Y
npoueci Bupo6Huutea A®| (iHwi 3MiHM B MeToAax
BUNPO6YBaHHSA (BKOYAOUM 3aMiHy abo
[OMOBHEHHSA) A5 peareHTy, WO He CPUYMHSE
iCTOTHOrO BNIMBY Ha sKicTb ADI) - 3MiHM A0
cneuungikauii Ta MeTois KoHTponto APl MipaueTam,
a came BUyYEHHSA nokKasHuKa «AHOMasibHa
TOKCUYHICTb»; 3MiHM | TUMy - 3MiHK y cneuudikauii
BXigHoro koHTposto A®I Mipauetam B po3gini
«TepMiH NPUAATHOCTI», @ CaMe YTOUYHEHHS
hopMy/IloBaHHS Ha3BW PO34iny; 3MiHW | TuMny - 3MiHa
y napameTpax cneuudikaliii Ta/abo gonycTmmmnx
MeX, BU3Ha4YeHuX y crneumndikanisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BUNYYEHHS HE3HAYHOTO NOKa3HUKa SAKOCTI
(Hanpukiag BATyYEHHS 3aCTapifioro NokasHuka));
CYNyTHSA 3MiHa: 3MiHa y MeTofax BunpobyBaHHsa AdI
abo BUXigHOro martepiany/npoMikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa A®I (iHLWi 3MiHM B MeTogax
BMNpobyBaHHA (BKIKOYaUM 3amiHy abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
[OMOBHEHHSA) ANS peareHTy, L0 He CMPUYNHSIE
iCTOTHOro BNMBY Ha AKiCTb ADI) - 3MiHM A0
cneuudikayii A®| LinHapnsuH BuIy4eHo po3gin
«Baxkki MeTanin» ans supobHuka Fleming
Laboratories Limited, India
156. | HEMOTAH TabneTku, BKpUTI Mepokemi T4 Kinp Mepokewmi T/ (3aBog AZ) Kinp BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/1286/01/01
nniBKOBOKO | TMNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
o6onoHkoto, no 30 HalilmeHyBaHHs Ta/abo agpecu MicLsa NPOBamXEHHS
mr; no 10 TabneTok AiSNIbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
y 6nictepi; no 3 abo nNiKapcbKoro 3acoby, BKIOHAUM AiNTbHUL BUNYCKY
10 6nicTepiB y cepii abo micLe NpoBeAeHHS KOHTPOO AKOCTI.
KapTOHHI Kopo6Lyi (misnbHicTb, 3a AKy Bignosigae BUPo6HMK/iMnopTep,
BK/IHOHAK0UM BUMYCK CEPIil) - yTOUHEHHS agpecu
BMPOGHUWKa ansa M3 Megokemi NT[, (3aBog AZ),
Kinp, 6e3 3miHM micus BupobHuuTBa (BBEAeHHS 3MiH
npoTArom 3-X MicsLiB nicnsa 3aTBepXKEHHS)
157. HEO-BPOHXO/I® | nactuikv no 15 wmr, [Jveacapma HimeuunHa BMMYCK cepii: Ausacapma HimeuunHa BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN 6e3 UA/4003/01/01
no 10 nacTunok y M6X 'mM6X, HimeuunHa; | TMNY - NogaHHA HOBOTO cepTudikaTy BiANOBIAHOCTI peyenma
6nictepi; no 2 BMPOGHULITBO, NEPBMHHE Ta €poneiicbkili hapmakonei R1-CEP 2004-240-Rev
6nictepn y BTOPVHHE NakKyBaHHS, 00 Big HoBoOro BMpo6HuKa Ven Petro-Chem &
KapTOHHI Kopo6Lyi KOHTpONb AKOCTi: Bongep Pharma (India) Pvt. Ltd. India
ApuHaiimiTTens MM6X eHg,
Ko. KI', HimeuyunHa
158. HIPEAUNIH- TabneTku, BKpUTI MpAT YkpaiHa MpAT "®apmaveBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU 3a UA/4738/02/01
AAPHNLA 060n0HkKot0, No 10 "®papmMaLeBTUyH tipma "AapHuua" | TMNy - BBEA,EHHA HOBOrO cepTudikaTy peyenmom
mr no 10 TabneTok y a hipma BignosigHocTi CEP Bif BXe 3aTBEPAKEHOIO
KOHTYpHilA "fapHuua” BMpoGHMKa A®I 3i 3MiHOK aapecy BUPO6HULITBA Ta
YyapyHKOBIl 3MiHamMu y cneumdikauii (p. AOMILLKY, 3aMLLIKOBa
ynakoBLi; no 5 KiNIbKICTb OpraHiYHMX PO3YMHHUKIB, TEPMIH
KOHTYPHUX npuaatHocTi), 3anponoHosaHo: RO-CEP 2014-102-
YapyHKOBUX Rev 00. BBefieHHA 3MiH NpOTArom 6-11 Micauis
YNaKoBOK y nauLi nicns saTBepAKeHHs
159. HO-X-LWA® cynosuTopii MpusaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHuX maTepianis: 3MiHU 6e3 UA/3611/01/01
pekTanbHi no 0,04 r akujioHepHe TOBapUCTBO "flekxim-Xapkis" | TUny - 36inbLIEeHHA TepMiHy 36epiraHHa A®| peyenma
no 5 cynosutopiis y TOBapuUCTBO OpoTaBepuHy rigpoxnopuay 3 4-x pokiB Ao 5-mn
6nicTepi; no 2 "JlekxiMm-XapkiB" pokiB
6nicTepy y nayui
160. | HO-X-LWA® cynosuTopii MpuBaTHe YkpaiHa MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasnis: 3MiHN - UA/13745/01/01
pekTasnbHi no 0,04 r akuioHepHe TOBapucTBO "/lekxiM-Xapkis" | TMNYy - 36iNblUIEeHHA TepMiHy 36epiraHHsa AdI
in bulk: Ne 1000 (no TOBapucTBo ApoTaBepuHy rigpoxnopuay 3 4-x pokis Ao 5-mv
5 cynosuTtopiiB y "lekxim-XapkiB" pokiB
6nictepi; no 200
6nicTepiB y ALIKKY)
161. HO-X-LWA® Tabnetkv no 0,04 r MpuBatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU 6e3 UA/3611/02/01
no 10 TabneTok y akuioHepHe TOBapuCcTBO "/lekxiM-Xapkis" | TMny - 36iNbLUeHH: nepiogy 36epiraHHs AdI peuyenma
6nictepi; no 1 a6o TOBapucTBO LpOTaBepuHy rigpoxiopuay 3 4-xX pokie 4o 5-Tu

no 3 6nictepun y

"Jlekxim-Xapkis"

POKiB
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nauui 3 KapToHy
162. HO-X-LWA® Tabnetkn no 0,04 r MpuBatHe YkpaiHa MpuBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM - UA/0353/01/01
in bulk: mo 5000 akujioHepHe TOoBapuUCTBO "“/lekxim-Xapkis" | TNy - 36inbWeHHA nepiogdy 36epiraHHa AdI
TabneTok y TOBapMCTBO [ApoTaBepuHy rigpoxnopuay 3 4-x pokis Ao 5-m
KOHTEeWHepi "Mekxim-Xapkis" pokiB
n1acTUKOBOMY
163. HO-X-LUA® PO34MH ANA iH'EKUiA, MpusatHe YkpaiHa MpuBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianis: 3MiHU 3a UA/3611/03/01
20 mr/mn no 2 mn B akujioHepHe TOoBapUCTBO "/lekxim-Xapkis" | TNy - 36inbWweHHNA nepiogy 36epiraHHa AdI peyenmom
amnyni; no 5 a6o no TOBapUCTBO [ApoTaBepuHy rigpoxnopuay 3 4-x pokis Ao 5-1n
100 amnyn y nayui 3 | "Jlekxim-Xapkis" pokiB
KapTOHY; No 2 MmN B
amnyni; no 5 amnyn
y 6nictepi; no 1
6nicTepy B nauui 3
KapTOHY
164. HO-X-LUA® Tabnetku no 0,08 r, MpusatHe YkpaiHa MpuBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHW - UA/0354/01/01
POPTE in bulk: no 5000 akuioHepHe TOBapuCTBO "flekxiM-XapkiB" | TMny - 36iNbLIEeHHs nepiogy 36epiraHHs AdI
TabneTok y TOBapUCTBO ApoTaBepuHy rigpoxnopuay 3 4-x pokis Ao 5-1n
KOHTelHepax "lekxim-Xapkis" pokiB
165. | HO-X-LWA® Tabnetkn no 0,08 1, MpuBaTHe YkpaiHa MprBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 6e3 UA/3611/02/02
POPTE no 10 Tabnetok y akuioHepHe TOBapuCcTBO "/lekxiM-Xapkis" | TMny - 36inbLUeHHNA nepiogy 36epiraHHs AdI peyenma
6nictepi, no 3 TOBapucTBo [LpoTaBepuHy rigpoxiopuay 3 4-X pokis 4o 5-mn
6nicTepu y nauui 3 "Mlekxim-XapkiB" pokiB
KapTOHY
166. | HOXWWABEPWUH PO34mnH ANS iH'EKUi, TosapucTBo 3 YkpaiHa KOHTPO/b AKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHuxX maTepiasis: 3MiHN 3a UA/0591/01/01
"o3" 20 mr/mn, no 2 mn B 0bMexeHot cepii: ToBapucTso 3 | TNy - 3MiHM y NpoLieci BUPOGHMLTBA rOTOBOIO peyenmom
amnyni; no 5 amnyn BignosiganbHICT 06MeXeHOo nNikapcbKoro 3aco6y, BKIOUaKUM NPOMIKHUIA
y nadui 3 KapTOHy; 10 "flocnigHunii BIANOBIAA/BHICTIO NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
no 2 ma1 B amnyni; 3aBog "MHUJ/1C" "[locnigHuii 3aBog, roTOBOrO J1iKapCbKOro 3acoby - 3aMiHa TEXHOJOTIYHOT
no 5 amnyny "THUNC", YkpaiHa; BCi CXeMu BUPOBHULTBA B acenTUYHUX YMOBaX Ha
6nictepi; no 1 cTagjii BMpobHuuTBa, cTepwisayito amnysi 3 pO34MHOM BOJIOTVIM XapoM,
6nicTepy B mauui KOHTPO/Ib SKOCTi, BUMYCK npu Temnepatypi 121-122 °C npotarom 15 XBUIUH
cepii: ToBapnCcTBO 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"apmMaueBTUYHa KOMNaHis
"340poB’s", YKpaiHa
167. HYTPUHIN NA4 3 | po3yvH ons BakcTep IpnaHgis BakcTtep Xenckea C.A. IpnaHgis BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU 3a UA/4981/01/01
1,1% BMICTOM NnepuTOHeasIbHOro Xenckea C.A. | TNy - 3MiHa napameTpiB cneyudikauin Ta/abo peuyenmom
AMIHOKUCNOT pianisyno2ny LOMYCTUMMX MEX FOTOBOTO JTiKAPCbKOro 3acoby;
nnacTUKoBOMY CyNyTHS 3MiHa: 3MiHa y MeTogax BunpobyBaHHs
MiLLKY, roTOBOrO NiKapCbKOoro 3acoby - BUTyYEHHS
obnagHaHomy choTomeTpuyHoro metoay Knetra ans BusHavyeHHs
iH eKUiiHMM NopToM KO/IbOPOBOCTI, OCKi/IbK/ HasiBHE BUNPOOYBaHHSA Ha
i 3’egHyBavem, KO/IbOPOBICTb 3 BUKOPUCTaHHSAM MeToay EP

BKNafeHoOMY B
iHAMBIAyaNnbHWI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
naker; no 5
KOMM/IEKTIB
KapTOHHI kopobuy;
no2ny
nnacTuKoBomy
MiLLIKY,
obnagHaHoOMy
iH EKLiiHMM MopTOM,
3 iHTErpoBaHMm 3a
[0MOMOror ABOX
marictpanei i Y-
3’eHyBava
NOPOXHIM MiLLIKOM
4715 fApeHaxy,
BK/1afleHNX B
iHAMBIOYyanbHNIA
naker; no 5
KOMMJIEKTIB Y
KapTOHHIN KopobLli
168. OrPAHIA Kancysv no 75 mr no MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHuxX maTepiasis: 3MiHN 3a UA/15217/01/01
7 kancyn y 6nictepi; | TNy - 3miHa HaBy BMpo6HuKa A®| nperabariH, 6e3 peyenmom
no 2 6nictepun y 3MiHU MicUS BUPOOHMLTBA; 3MiHU | Tuny -
naJui [OMNOBHEHHA po3giny «MikpobionoriyHa yicToTa» 3
HOPMAaTVBHVM NOCUNIAHHAM Ha €BPONencbKy
chapmakoneto Aito4oro BuaaHHs. MeToanky
BM3HAYEHHS MOKa3HVKa BUKIa4EHO BigNOBIAHO A0
BuMor EP Ta 1®Y, ailounx BuaaHb
169. OrPAHIA kancynu no 150 mr MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianis: 3MiHU 3a UA/15217/01/02
no 10 kancyny | TNy - 3miHa HaBy BMpo6HMKa AP| nperabaniH, 6e3 peyenmom
6nicTepi; no 3 3MiHM MicLSt BUPOBHULITBA; 3MiHW | Tuny -
6nictepn y nauui [0NOBHEHHS po3Ainy «MikpobionoriyHa ynctoTa» 3
HOPMaTMBHUM NOCUIAaHHAM Ha EBPONenCbKy
chapmakoneto Aito4oro BuaaHHs. MeToanky
BU3HAYEHHS NOKa3HMKa BUKNAAEHO BiAMOBIAHO A0
Bumor EP Ta I®Y, aitounx BUugaHb
170. OrPAHIA kancynu no 300 mr MAT "®apmak” YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHN 3a UA/15217/01/03
no 10 kancyny | TMNy - 3mMiHa HaBu BUpPo6HMKa A®| nperabaniH, 6e3 peyernmom
6nictepi; no 3 3MiHM MicUS BUPOOHMLUTBA; 3MiHK | Tuny -
6nicTepy y nauui [OMNOBHEHHA po3Ainy «MikpobionoriyHa YicToTa» 3
HOPMAaTVMBHVM NOCUNAHHAM Ha EBPONenCcbKy
chapmakoneto Aito4oro BuaaHHs. MeToanky
BU3HAYEHHS NOKa3HMKa BUKNAAEHO BiAMOBIAHO A0
sBumor EP Ta I®Y, aitounx BUugaHbL
171. | OPAMOP® PO34YUH OpasibHUIA, 2 N.MonTeHi i K. ITanisa N.MonTteHi i K. gei ®.nni ITanisa BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/16032/01/01
mr/mn; no 100 mn y nei dparenni AnitTi CocieTa gi Ezepuuuio Il TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
thnakoHi; no 1 AnitTi CocieTa C.n.A. thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
(p1aKoHY 3 KPpULLKOH ai Esepunuio 3000B's13aHb Ta YMOB BuJaui peecTpauiiHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Ta MipHUM
KOBMAYKoM y
KapTOHHI ynakoBLi

nocBiAYeHHs, BKoYatoun MnaH ynpasniHHA
pu3nkamm (3acTocyBaHHS 3MiH(M), AKi(a)
BMMaralTb(€) NOAAbLIOTO 06I'PYHTYBaHHS HOBUMM
[00aTKOBUM AaHVMK, WO MaloTb HagasaTmcs
KOMNETEHTHUM OpPraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OLjiHKA KOMMNETEHTHUM OpPraHoMm).
BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 fo Mopsaky npoBefeHHs
eKCnepTu3n peecTpauiiHnx Martepianis Ha nikapcbki
3aco6u, L0 NOAATLCA Ha AepXaBHY peecTpaLiio
(nepepeecTpauiio), a Takox ekcnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHix martepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepakeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

172.

OPHI30N®

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOt0, No 500
Mmr no 10 TabneTok y
6nictepi; no 1
6nicTepy B maui

NAT
"Kuismepgnpena
pat”

YkpaiHa

MAT "Kuismegnpenapat”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHU
| Tvny - 3miHK wWoao 6e3nekn/ehekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKilli XxapakTepucTuui
niKapcbKoro 3acoby, TeKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
reHepuYHUX/ribpuaHNx/6ionodibHNX fikapcbknx
3ac06iB Nicns BHECEHHS TiET camoi 3MiHU Ha
pedoepeHTHUIA npenapaT (3mMiHa He NoTpebye
HafaHHSA XOAHVX HOBVX AOAATKOBUX JaHWNX) 3MiHM
BHECEHi A0 iIHCTPYKLi y po3ainu "MNoka3aHHa"
(BMAaneHHsa nokasaHHs: NpodinakTvka iHpekLii,
CMPUYMHEHNX aHaepobHMMY GakTepiamu nicns
XipypriyHnMx BTpy4YaHb Ha TOBCTOMY KULLEYHUKY Ta
riIHEKONOTiYHNX BTPyYaHb), "dapmakoTepaneBTnyHa
rpyna. Kog ATX", "B3aemogist 3 iHLWIMMU NiKapCbKMu
3aco6amMu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocTi
3actocyBaHHs", "MNepeno3ysaHHsA", "Mo6iuHi peakuii”
3rigHO 3 iHhopMaLjieto WoA0 MeaUuYHOro
3acTocyBaHHs pethepeHTHOro NikapCcbKoro 3acoby
(TMBEPAJI®, TabneTkun, BKPUTI NNIBKOBOO
060/10HKOI0, Mo 500 Mr).

BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/1140/01/01

173.

OPOP®

TabneTku, BKpUTI
nniBKOBOO
060/10HKOI0, MO 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI nauui

OpraHocvH
Naiigp CaeHcus
Mer. N14.

IHAis

EBepTomxeH flaiid CaeHcns
Nimiten

IHAjA

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU
| TMNYy - 3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby - 3MiHM y MeToAax
BUMPOOYBaHHA T. PO3YMHEHHS - 3MiHW Y
NPUroTyBaHHI PO34MHIB, BBEAEHHS BUMOT
npuAaTHOCTI XpoMaTorpadiyHoi cucTeMu; 3MiHn y
MeToAax BUNPOOYBaHHS T. CyNpOBIAHI AOMILLKM -
3MiHa XxpomaTorpadiyHOT KONOHKN, NPUroTyBaHHSA
PO34MHIB, 3MiHM 10 BUMOT NPWAATHOCTI

3a
peyenmom

UA/7732/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
XpomatorpadivHoi cucTeMu, AONOBHEHHS METOAUKN
pO3paxyHKy BMICTY HeifeHTN(IKOBaHOI AOMILLKN B
TabneTuj y BiAcoTKax
174. ODPOP® TabneTku, BKPUTI OpraHocvH IHais EBepTomxeH flaiid CaeHcn3 IHais BHECEHHS 3MiH [J0 pEECTPALiiHMX MaTepianis: 3MiHU - UA/7733/01/01
nNiBKOBOKO Naiidp CaeHcms NimiTeq | TMNYy - 3MiHa y MeTogax BMNpobyBaHHS rOTOBOro
o060n0oHkoto, in bulk: Met. NiTa,. nikapcbkoro 3acoby - 3MiHM y MeToAax
no 2500 TabneTok y BMNPOBYBaHHS T. PO3YMHEHHS - 3MiHU Y
nakeTi, no 1 nakety NPUroTyBaHHI PO34MHIB, BBEAEHHS BUMOT
y kopobu; i3 npuaaTHOCTI XxpoMaTtorpadiyHoi cucTemu; 3MiHU y
ropokapToHy MeToAax BUNPO6YBaHHSA T. CYNPOBIAHI AOMILLKN -
3MiHa XxpomarorpadivyHoi KOSIOHKU, NPUroTyBaHHS
PO34MHIB, 3MiHM 40 BUMOT NPUAATHOCTI
XpomaTorpacdivHoi cucTeMU, JONOBHEHHS METOAUKN
pO3paxyHKy BMICTY HeifeHTN(iKkOBaHOI AOMILLKN B
TabneTuj y BigcoTkax
175. MAHIACTPO® Tabnetku CaHpo3 CnoBeHis BUPOGHMLTBO "in bulk", CnoseHis/ BHECEHHS 3MiH [0 peECTpaLiiiHuX maTepianis: 3MiHU 3a UA/13512/01/01
racTpopesncTeHTHI dapmacbloTikan yrnaKkoBKa, TeCTyBaHHs, TypeuunHa/ | Tvny - 3miHK Woao 6e3nekn/edhekTnBHOCTI Ta peyenmom
no 20 mr, no 7 34.0. BUNYCK cepii; ynakoska: Jlek PymyHis hapmakoHarnsgy. BeegeHHs abo 3miHv oo
Tabnetok y 6nictepi; hapmMavLeBTUYHa KOMNaHis y3araslbHeHNX AaHuX Npo cuctemy apmakoHarnsgy
no 2 a6o 4 6nictepu 4.4., CnoBeHis; (BBEAEHHSA y3araslbHEHUX AAHUX MPO CUCTEMY
B KapTOHHii BMPOGHMLTBO "“in bulk", thapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOI 0cobu,
Kopobui; no 14 yNaKkoBKa, TeCTyBaHHS: BiANOBIAANLHOI 32 34iiCHEHHSA (hapmakoHarnsay;
Tabnetok y 6nictepi; CaHpos Inak Canali Be KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa Ans
no 1 a6o 2 6nictepn TikapeT A.C., TypeuumnHa; 3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, SKLLo BoHa
B KapTOHHIi1 kopobu,i TecTyBaHHsA: CaHgos C.P.J1., BiAMiHHa Bif, yNOBHOBaXEHOI 0Cc06W, BignoBiganbHOT
PymyHis 3a 3fjiicHeHHs thapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOU 3asiBHMKA
Ans 3pjiicHeHHs hapMakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
dhapmakoHarisgy. 3miHa agpecu MacTtep-cainia
176. MAHIACTPO® Tabnetku CaHpo3 CnoBeHis BMPOGHMLTBO "“in bulk", CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU 3a UA/13512/01/02
racTpopesnCTeHTHI PapmachbloTikan yrnakoBKa, TeCTyBaHHS, TypeuunHa/ | Tvny - 3miHK Woao 6e3nekn/ehekTnBHOCTI Ta peyenmom
no 40 mr, no 7 34.40. BUNYCK Cepii; ynakoBka: Jlek PymyHist thapmakoHarniagy. BeegeHHs abo 3MiHu Ao

Tabnetok y 6nictepi;
no 2 a6o 4 6nictepu
B KQpPTOHHIl
Kopo6ui; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
B KapTOHHIi1 kopobui

thapmMaueBTUYHA KOMNaHis
A.4., CnoseHis;
BMPOGHMLUTBO “in bulk",
ynakoBKa, TeCTyBaHHS:
CaHpo3 Inak CaHali Be
TikapeT A.C., TypeuumnHa;
TectyBaHHsa: CaHpgos C.P.J1.,
PymyHis

y3ara/slbHeHVX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX AaHWX NPO cucTeMy
thapMakoHarnsay, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA (hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHUKa ans
3fiicHeHHs hapMakoHarnisay B YkpaiHi, SKLO0 BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3iiicHeHHs hapmakoHarnsgy (Bkioyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0C06M 3asBHUKA
ON51 34iCHeHHsA hapmakoHarasgy. 3MiHa micus
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs1

3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-caiina

3a

UA/12054/01/01

177.

MAPAKOQ IC®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauui 3 kKapToHy; no
10 TabneTok y
6nictepi

ToBapucTso 3
[0,aTKOBOO
BiANOBIga/IbHICT
0 "IHTEPXIM"

YkpaiHa

ToBapuCcTBO 3 A0AATKOBO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN
| TMNy - AOMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AiNbHUL (BKNKOYAOUN AiNbHNL ANS
A®I, npomiXHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AiNbHULI ANS NpoBeAEeHHS
nakyBaHHs, BUPOOHYKa, BifNoBiAaNIbHOIO 3a BUMYCK
cepild, MicLle NpoBeAEHHS KOHTPOSIO cepii) abo
noctavasnibHUKa BUXiZHOro martepiasny, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OOCHE) -
BWTYYEHHS AinbHUL YkpaiHa, 65080, Ogecbka 0611.,
M.Opeca, Jlloctaopdebka gopora, 6ya. 86, ae
3[iCHIOETLCA 36epiraHHa roToBOi NPoAYKLl, Ta
BW/TyYEHHS iHhopMaLi , WoA0 MicLie3HaX0mKeHHS
IOPUANYHOT 0CO6U; 3MiHN | TUNY - 3MiHM 3 SKOCTI.
[oTOBWIA NikapcbKWit 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCSA BUMYCKY
cepii Ta KOHTPOIO AKOCTi rOTOBOrO NiKapCbKoro
3acoby (3amiHa abo foaaBaHHA AifbHUL, Ha AKIA
3[jACHIOETbLCS KOHTPOL/BUNPOGYBaHHS cepii) -
3aMiHa AiflbHULb , Ae NPOBOAUTLCS BUNPOOYBaHHA
KOHTPOIO cepii : 3 AiNbHMLb 3a agpecammn YkpaiHa,
65080, Opecbka 06:1., M. Ogeca, /llocTaopdicbka
nopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca, 21-i
kM. CTapoKMiBCbKOI Aoporu, 23 Ha AiNbHUL0 3a
aapecoto YkpaiHa, 65025, M. Ogeca, 21-ii kM.
CTrapokuiscbKoi goporu, 40-A

peyenmom

UA/4476/02/01

178.

MNIMA®YKOPT®

Kpem no 15 r kpemy
y Ty6i; no 1 1y6i y
KapTOHHI Kopo6Lyi

JIEO ®apma
AIC

[Janis

Temmnep Itania C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
y3arasibHeHVX AaHux npo cuctemy chapmakoHarnsgy
(BBEAiEHHA y3arasibHeHUX AaHuX Npo cuctemy
hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, AKLL0 BoHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0c06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsagy (BkiYaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLeHHI macTep-
thaiina cuctemun chapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKa B YKpaiHi Ans
3AjilicHeHHA hapMakoHarnsay: NponoHoBaHa
pegakuis - HaymoBa IpuHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0cobu

3a
peuyerimom

UA/4370/02/01

179.

MNIMA®YLIMNH®

Kpem, 20 mr/r no 30

NEO dapma
AIC

[Janis

Temmnep Itania C.p.n.

ITanisa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHW

| TMNy - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta

6e3
peyenma

ry 1y6i, no 1 1y6i B
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KapTOHHI Kopo6Lyi

thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AiaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocoow,
BiZiNOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuKa 4N
3[iiCHEeHHSI hapMakoHarsay B YKpaiHi, SKL0 BoHa
BifAMiHHa Bif YNOBHOB&aXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (BkioYaryn
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLLeHHI macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA B YKpaiHi Ans
3[iicHeHHA hapMakoHarnaay: NponoHoBaHa
pegakuis - HaymoBa IpuHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI 0cobu

180.

MNECTA3O0N

Tabnetku no 100 wmr,
no 10 TabneTok B
6nicTepi; no 3 abo 6
6nictepiB y nauui

AT

"KUIBCbKN

BITAMIHHWA
3ABOA"

YkpaiHa

AT "KNIBCbKIA
BITAMIHHUI 3ABOA"

YkpaiHa

3MiHU | TNy - 3MiHW Yy NpoLeci BUPOGHMLTBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYaK4m
NPOMIDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOBOHULTBI FOTOBOrO JiKAPCLKOro 3acoby (iHLui
3MiHW) - 3MiHM y NpoLeci BUPOBGHMLTBA, 3 METO
ONTVMIi3aLii TEXHOTOFYHOro NpoLEecCy 3B'A3KY 3
3acTocyBaHHSAM HOBOro 061aAHaHHs; 3MiHu | Tuny -
3MiHa po3mipy cepil (BKoYatoun gianaszoH pos3mipy
cepil) roToBOro NikapcbKoro 3acoby (3MeHLIeHHS [0
10 pasiB) - 3MEHLLEHHS PO3Mipy Cepiid, y 3B’A3KY 3
3aCTOCyBaHHSIM HOBOTO 06/1aiHaHHS.
3anponoHoBaHo: Po3mip cepii: 5000 yn. Ne 30,
10000 yn. Ne 30, 2500 yn. Ne 60, 5000 yn. Ne 60;
3MiHM | TURY - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKuMii
3aci6. 3MiHN y BUPO6HULTBI. 3MiHV BUNpobyBaHb
abo [oNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUPoOHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM) - 3MiHM A0
cneumadikaLii NPoMKHOI NPoAYKLUiT B NpoLeci
BMPOOHULITBA FOTOBOrO MliKapCbKoro 3acoby: -
MpomixHa npoaykuis «Maca ana TabnetyBaHHs» 3a
NoKasHMKOM «Onmne», a came BUTyYEHHS TEPMiHY
«OpHopigHa», OCKINbKA faHWi NOKa3HWK
KOHTPO/TIOETHLCSA Bi3yaslbHO, Ta 3a NMOKa3HUKOM
«KifibkicHe BU3HaYeHHs» 36i/1bLLEHO HaBaXKy ANs
NpUroTyBaHHA BUNPOGYBaHOTO PO3UUHY Y
BiANOBIAHOCTI A0 36i/bLUEHHS MacK TabneTku; -
«Hepo3schacoBaHa NpoayKLisi» BHECEHHSI NOKA3HUKIB
«lgeHTundikauis» Ta «KinbkicHe BU3HaAYEHHS»,
NOKa3HUK «PO34YNHEHHSA» akKTyasli30BaHO Yy
BignoBiaHOCTI 0 MKA roToBOro nikapcbkoro 3acooby,
nokasHuk «CTupaHicTb» Ta «Po3fineHHs TabneTok»

3a
peyenmom

UA/13438/01/01
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aKTyanizoBaHo BiANOBIAHO A0 CTU/ICTUKM Ajto4oT
pepakuin Y, 3a nokasHnKom «CepegHsa maca
TabneTkn» KpUTEpii NMPUIAHATHOCTI 36iN1bLUEHO, 3a
nokasHUkoM «CTiliKiCTb A0 PO34aB/HOBaHHA»
BBEAEHO [0AaTKOBI BUMOTM (BEPXHIO MEXY), 3
MeTo 3abe3neyeHHs GinbLL NOBHOTO Ta AKICHOro
KOHTPO/IH0 Hepo3dhacoBaHol NPOAYKLIT; 3MiHuW I Tuny
- 3MiHu 3 iKOCTi. FOTOBWIA nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4onoMiKHUX peyoBUHAX)
roTOBOro NikapcbKoro 3acoby (iHLWi AONOMiKHI
pPeyoBUHM) - 3MiHa, SKa NigTBEPAKYETLCA
[OCNifpKEHHAMMN 3 6i0eKBIBaNIEHTHOCTI; CYNyTHSA
3MiHa: 3MiHM 3 AKOCTi. [0TOBWIA SlikapCcbKuMii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTogax BunpobyBaHHA rOTOBOTO MiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHUX MeTofax
BUNPOBYBaHHSA) - 3MiHa KiflbKiCHOro cknagy
[OMOMiXXKHUX PEYOBWH rOTOBOTO /liKAPCbKOro 3acoby
(ons posysaHHA 100 Mr), 3 MeTOl 3abe3neyeHHs
KifIbKiCHOI MponopLiiHOCTI cknagy 060X A03yBaHb
npenaparty (50 mr Ta 100 mr). Ak Hacnigok, 3mMiHW y
po3aini «Cknag» Ta 3MiHu A0 cneumdikauii 3a
nokasHukoMm «CepefiHs Maca» (Macy TabneTtkm
36inbLueHo Ao 230 Mr, TO6TO NPONOPL,HO y 2 pasun
BiHOCHO Macu TabneTkn 115 mr gosyBaHHA 50 mr)
Ta [0 METO/IB KOHTPO/IO 3a NOKa3HMKamMu
«KinbkicHe BU3HaYEHHS», «CynpoBigHi JOMILLKN»
(HaBaXXKv ANA NPUroTyBaHHS BUNPOOGyBaHOro
pO34nHY 36iNbLUEHO Y BigNOBIAHOCTI A0 36i1bLIEHOT
macu Tabnetku). 3anponoHoBaHo: s A03yBaHHA
100 mr CepepgHsi maca Bif 218,5 mr go 241,5 wr,
Cknag, Linnoctason, [JonoMixHi pevoBUHH:
Kpoxmauib KyKypyA3sHuUiA, rinpomenosa, Lenonosa
MiKpOKpuCTaniyHa, MarHito cteapart, KasbLito
Kpockapmeriosa 100 mr, [JocTaTHs KifbkKicTb A1
opepxaHHs Tabnetkn macoto 230 wmr. Jlikapcbkuii
3aci6 Mnectason, Tabnetku no 100 Mr 3i 3MiHEHUM
KiNIbKICHUM CK1aA0M AONOMIXKHUX PEYOBUH
(nponopuiiiHim go go3ysaHHA 50 mr) no 10
TabneTok y 6nictepi; no 3 abo no 6 6nictepis y
nauuj € 6ioeksiBasIEHTHNM Npenapary NopiBHAHHSA
Pletal, Tabnetkun no 100 mr, Otsuka Pharmaceutical
Europe Ltd., Benvka bputaHis.

181.

MOPTANAK

cupon, 667 mr/mn,
no 250 mn abo no
500 My h1akoHi;
no 1 conakoHy B

Benyno, niku Ta
KocmeTuka, A.4.

Xopsaris

Benyno, niku Ta KocMeTuka,
a.a.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiinHuxX maTtepiasis: 3MiHN
| TNy - 3miHK BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig yac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOTro 3acoby -

6e3
peyenma

UA/14086/01/01
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KapTOHHI navui BUK/IOYEHHA TecTy «CepefiHa Maca HanoBHEHHS» B
npoLeci BUPOGHMLITBA FOTOBOrO NiKapCbKOro 3acoby;
3MiHM | TUMy - 3MiHK y NpoLeci BUPO6HMLUTBA
roToBOrO fiKapcbkoro 3acoby, BKIoYaoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETHLCS NPU
BMPOGHMLITBI FOTOBOrO NiKApCbKOro 3acoby -
BBE/IEHHS1 40AATKOBOI HOBOI JliHii BUPOGHULTBA
roTOBOrO NiKapcbKoro 3acoby, Ha sKil BigCyTHIl
eTan nepeHocy PiAKoi N1aKkTy1031 B MPOMIKHY
EMHICTb
182. | NMPE3UCTA® TabneTkun, BKpUTI TOB "[J)KOHCOH i YkpaiHa Brpo6HMuTBO CLA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHa 3a UA/6980/01/06
nniBKOBOIO [bxoHCOoH Hepo3dacoBaHoro ITanisa 3a8BHMKa (BNacHvKa peecTpauiiHoro nNocBig4eHHs) peyenmom
060/10HKOt0, No 800 YkpaiHa" NPOAYKTY: (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460); 3MiHu |
mr; no 30 TabneTok AHcceH OpTo J1/1C, CLUA, MRy - 3MiHKN WoA0 6e3nekn/edpeKTNBHOCTI Ta
y chnakoHi; no 1 MepBMHHE Ta BTOPUHHE hapmakoHarnsgy. BeegeHHs abo 3miHv oo
dhnakoHy B nakyBaHHs1, BUMYCK cepii: y3araslbHeHUx JaHux npo cuctemy chapmakoHarnagy
KapTOHHIN navuj Axccen-Cinar C.n.A., ITanis (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUcTeMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0c0o6u, BignosiganbHOT
3a 3gjiicHeHHs thapmakoHarnagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYMKA, BignoBigasibHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBA&XEHOT 0CO6M 3as1BHYMKA, BifnoBigaibHOI 3a
dhapmakoHarnsg.
183. NMPOANOP Tabnetku no 10 ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOH YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU 6e3 UA/7974/01/01
Tabnetok y 6nictepi; 06MeXeHo BiANOBIAAILHICTIO | TNy - 3MiHa HaliMeHyBaHHS Ta YTOUYHEHHS peuyenma
no 2 6nictepu B BiANOBIga/IbHICT "hapmavLeBTMYHa KOMMaHis MicLe3HaxoKeHHs BUpobHuka APl deHonbHUi
KapTOHHI kopobuy; 10 "3popos'a" rigpocpo6HMIA Npenapat nponoricy BignoBigHO A0
no 24 tabnetkn y "papmMaLeBTUYH matepianis BUpobHuka (JliLeHsii Ha BUPOGHULITBO).
6nicTepi; no 1 a KoMnaHis Bupo6HWYi ginbHuui Ta yci BUpo6HMYi onepadii
6nictepy B "3p0pos'a” 3aNUWATLCA HE3MIHHUMU; 3MiHW | Tuny -

KapTOHHI kopobuyj,
no 10 Tabnetok y
6nictepax; no 10
Tabnetok y
6nictepax

BUYYeHHS BUpo6HMKa APl KncnoTa ackopbiHOBa;
3MiHM | TUny - 3mMiHa Jo cneumdikavii Ta MeTogiB
KOHTPO/0 AONOMDKHOT peqoBuHN Liykop - padiiHag;
CYNyTHS 3MiHa: 3MiHa y MeTofax BUNpo6yBaHHs
[0MNOMDKHOT PEYOBUHW; 3MiHW | TUNY - NPUBEAEHHS
cneuuqikauii Ta MeToAiB KOHTPOJO AONOMIKHOT
peyoBUHM y BIAMNOBIAHICTL A0 BUMOT EP Ta APY;
CynyTHSA 3MiHa:

- 3MiHa y MeTofax BUNpPobyBaHHS AOMNOMIKHOT
PeyoBMHW; 3MiHW | TUNY - BBEAEHHS A0AATKOBMX
nocTavyasibHVKIB MEPBMHHOIO NakyBaHHs (dhonbru




113

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

aNIOMIHIEBOT); 3MiHU | TUNY - 3MiHK A0 cneumdikawi
Ta MeTOAiB KOHTPO/II0 NakyBasIbHUX MaTepiais;
CynyTHS 3MiHa: 3MiHa y MeToAax BUNpobyBaHHs
NepBUHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
(iHwWi 3miHW y MeTogax BunpobyBaHb (BKNOYaUn
3amiHy abo gofasaHHs)); 3MiHU | TUMY - JOMOBHEHHS
cneumaikauii Ha fONOMiKHY peyoBUHY Llykop
padhiHag HOBMM MOKa3HNKOM «MacoBa YacTka 30/1
B NepepaxyBaHHi Ha CyxXy PeqoBrHY» 3
Bi4NOBIAHVMN METOAAMW KOHTPOSIO; 3MiHW | TUny -
BUyYEHHA MoKasHuKa «CTupaHicTb» 3i cnevudikawii
Ta MEeTOZjiB KOHTPOJ1t0 rFOTOBOTO JliKapCbKOro 3acoby;
3MiHW | TUNY - 3MiHWM B METOAAX KOHTPO/0 FOTOBOrO
NikapcbKoro 3acoby 3a nokasHukom «CepefHs
mMaca», 3 po3ifly BUy4eHo nocvunaHHsa Ha oY
nepLuoro BUAaHHs Ta BBeAEHO nocunaHHa Ha APy
aitoyoro BugaHHa (APY*). Kputepii npuitHATHOCTI Ta
MeToAvKa 3aUImwmnancs 6e3 3miH

184.

MPOKCIYM®

NopoLUoK AN
PO34nHy Ans

iH ekuili no 40 mr, no
1 conakoHy y
KapTOHHIN nauui

NMPO®APMA
IHTepHeLuHN
TpeiiguHr
NimiTeq

ManbTa

Na6opaTopioc HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU
Il TNy - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'AA3aHb Ta YMOB BUJadi peecTpaLiiHoro
noceigyeHHs, BkNtoyaoun Mnax ynpasniHHA
pu3nKamMm (3aCTOCyBaHHS 3MiH(M), AKi(a)
BMMaratTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
[0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbCs
CyTTEBA OL|iHKA KOMMNETEHTHUM OpPraHom) -
BriKoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 fo Mopsaaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx Martepianis Ha nikapcbki
3acobu, Lo NoAaloTbCA Ha ilepxasHy peecTpaLiiio
(nepepeecTpauito), a TakoXx ekcnepTv3n Martepianis
NpOo BHECEHHS 3MiH 10 peecTpauiliHix maTepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/13996/02/01

185.

MPOKTO-
rniIBEHON

cynosuTopii
pekTasibHi No 5
cynosuTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

Pekopgari
Aineng N1pg,

IpnaHgjs

[enbtapm HOHiHF C.A.C.

®paHuisa

BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN
| TNy - BUNYyYEHHS BUPOOHNYOT AiNbHULL
(Bovaroum ginbHuui ans A®I, npomixHoro
NpoAYyKTY abo roTOBOro NiKapcbkoro 3acooy,
AiNbHULI AN NpOBefEeHHA NakyBaHHS, BUPOOHNMKa,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiid, MicLe
NpoBefEeHHs KOHTPO/II0 cepii) abo nocTayanbHuKa
BUXiQHOrO Marepiasy, peareHTy abo JONOMIKHOT
PEeYOBUHM - BUSTYYEHHSI BUPOOHUMKa ADI
(TpnbeHosna) Novartis Grimsby Ltd.,

6e3
peyenma

UA/4678/02/01
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BenvkobputaHis

186.

nMnPOTOMIA,

TabneTkn, BKPUTI
060/10HKO0, Mo 250
Mr in bulk Ne 1000
(10x100) y cTpunax

Makneozc
dapmMacbloTuKa
nc Nimitepq

IHgis

Makneogc
dapmacbioTrkasic Jliviteq,

IHais

BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
hapMakoHarnagy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHariagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
thapmakoHarnsg;
nponoHoBaHa pegakuis - Dr Sukhada Wadkar
(Wykxapa Bagkap). 3MiHa KOHTaKTHUX JaHWX
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
hapmakoHarnsg. 3mMiHa KOHTakTHOT ocobu,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YKpaiHi:
NponoHoBaHa pefakuis - MiTeubka /o608
BanepiiBHa. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0co6w, BignoBigasbHOI 3a hapMakoHarnsg B YKpaiHi

UA/9983/01/01

187.

NnPOTOMIA

TabneTku, BKPUTI
060/10HKOI0, N0 250
mr Ne 50 (10x5) y
cTpunax

Makneogc
PapmacboTuka
nc Niviteq

IHais

Makneogac
dapmacbioTvkanc Jlimiteq,

IHAis

BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianis: 3MiHU
| Tvny - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHVX filaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobw,
BiANOBIAANLHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, SKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0Cc06W, BignoBiganbHOT
3a 3gjiicHeHHs chapmakoHarnsagy (Bknoyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0cO6MU, BiANOBIgaIbHOI 3a
hapmakoHarniag:
nponoHoBaHa pepgakuis - Dr Sukhada Wadkar
(Wykxapa Bagkap). 3MiHa KOHTaKTHUX JaHuX
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
hapmakoHarnsag. 3miHa KOHTakTHOI ocobu,
BiANOBIAaUIbHOI 3a hapmakoHarnag B YKpaiHi:
nponoHoBaHa pefakuis - MHiteybka /llo60B
BanepiiBHa. 3MiHa KOHTAKTHUX AAaHWUX KOHTaKTHOT
ocobu, BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi

3a
peyenmom

UA/2441/01/01
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188. PEBMA/TNH cynosuTopii TOB YkpaiHa TOB "®APMEKC IPymn" YkpaiHa BHECEHHS 3MiH [J0 peeCTpaLiiiHMX maTepianis: 3MiHU 3a UA/11608/01/01
pekTanbHi no 15 mr, "®APMEKC | TMny - 3MiHK 80 IHCTPYKLiT 4158 MeauyHoro peyenmom
no 5 cynosutopiiB y reyn 3acTocyBaHHs A0 po3ginis: "lMpoTunokasaHHs",
cTpwuni; no 1 aéo no "B3aemogis 3 iHWMMM NiKapCbkUM 3acob6amu Ta iHLWi
2 cTpunu B navw 3 BWAMW B3aemogiii", "Oco6MBOCTi 3aCTOCYBaHHSA",
KapTOHY "3acTocyBaHHs y nepiog, BariTHOCTi ab0 roflyBaHHs
rpyaar”, "3aaTHicTb BNAVBATY Ha LIBUAKICTb peakuil
npun KepyBaHHi aBTOTPAHCNOPTOM a60 3 iHLWNMMU
mMexaHismamu", "MepenosyBaHHsa", "Mo6iyHI peakuii”
o0 6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby
BiNOBIAHO O MaTepianiB peecTpaLiiHoro AoCbe.
BBegeHHA 3MiHU NpoTAromM 6-Tu MicsauiB nicna
3aTBEPAKEHHSA
189. PE3ICTON® Kpanni opasibHi No MAT Ykpaina MAT "lrannudapm” Ykpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW 6e3 UA/13789/01/01
20 mn abo no 50 mn "ranuudapm” | TMNY - 3MiHX 8O IHCTPYKUIT A1 MeANYHOro peyenma
y thnakoHi 3 3acTOCyBaHHSA y po3ainu "B3aemogis 3 iHWmnMmu
npo6koto- nikapcbknMmn 3acobamu Ta iHWi BUaW B3aeMogin',
KpanesibHuLeto, no 1 "Oco6nMBOCTI 3acTOCyBaHHS", "3acTocyBaHHS Yy
hnakoHy y nauui nepiog BariTHOCTi abo rogyBaHHs rpyaaro” 3rigHo 3
iHhopmavieto WoA0 MegnyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Ymkasnop).
BBepeHHA 3MiH NpoTAromM 6-Tm MicawiB nicnsa
3aTBepPAKEHHSA
190. PEKOPMOH® PO34MH ANS iH'eKLi ®.XodhdpmaHH- LLBeiuapis Brpo6HMUTBO HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHN 3a UA/5146/01/04
no 30 000 MO/0,6 Na Pow Ntpg, Hepo3dracoBaHO! NPoAyKLii, Leiiapis | TMNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapcbKuii 3acio. peuyenmom

Mn; no 1
nonepegHLo
HanoBHEHOMY
wnpuui no 30 000
MO/0,6 mn pa3om 3
TOJIKOK NS iH' el
27G1/2 (ronka
nomiweHa y
nnacTukoBy
ynakoBky); B
KOHTYpHIli
YapyHKoBIl
ynakoBLi, Wo
cknagaetbea 3 4
NNacTUKOBUX
KOHTeliHepiB (1
nonepegHLo
HanoBHEeHWIA WnpuL,
Ta 1 ronka B ogHOMY
nnacTUKoBOMY
KOHTeliHepi); no 1
KOHTYPHili

BTOPUHHE NaKyBaHHS,
BUMNPOOYBaHHA KOHTPOJIIO
AKOCTI, BUNYCK cepil:
Pow fiarHoctuke Mv6X,
HimeuunHa,
BunpobyBaHHS KOHTPOSO
AKOCTI:
®.XohpmaHH-/1a Pow N4,
LLIBeiiuapis

Cuctema KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
PO3Mipy ynakoBK¥ roTOBOrO /iKapCbkoro 3acoby
(3MiHa KiNIbKOCTi oanHUUG (Hanpukiag TabneTok,

amny/ TOLLO0) B ynakoBLi:) - 3MiHa nosa gianasoHom

3aTBEPAKEHNX PO3MIPIB yNnakoBkn. BeefeHHA
[,00aTKOBOI ynakosku J13 no 1 nonepeiHb0

HarnosHeHoMy Lnpuui no 30 000 MO/0,6 mn pa3om 3
rofiKow Ans iH'exuii 27G1/2 (ronka nomiwieHa y
NNacTMKOBY YNaKOBKY); B KOHTYPHIll YapyHKOBIl

ynakoBLi, L0 cknagaeTbes 3 1 nnacTMKoBoro
KOHTelHepa (1 nonepefHbLO0 HANOBHEHWIA LWNpUL, Ta
1 ronka B 0fHOMY NACTUKOBOMY KOHTelHepi); no 1
KOHTYPHIli YapyHKOBI ynakosLi (1 nonepegHb0
HanoBHEeHWI Wnpul, Ta 1 rofika) y KapTOHHIl
KopobLi. BBeeHHs 3MiH NpOTSArom 6-Tv MicsiLiB
nicns 3aTBepmKeHHs.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

YapyHKOBIli ynakoBLj
(4 nonepeHbLO
HanoBHEHNX
LWINpYUy Ta 4 ronku)
Y KapTOHHi kopobuj;
no 1 nonepegHbLO
HanoBHEHOMY
wnpuui no 30 000
MO/0,6 mn pa3om 3
TOJIKOK NS iH'EKUl
27G1/2 (ronka
nomiiieHa y
nnacT1koBy
ynakoBky); B
KOHTYPHIli
YapyHKOBIl
ynakosLi, LWo
cknagaetbca 31
n1acT1KoBoro
KOHTelHepa (1
nonepegHL0
HanoBHEHWIA WnpuL,
Ta 1 ronka B ogHOMY
n1acTUKOBOMY
KOHTeliHepi); no 1
KOHTYpHIlA
YapyHKOBIli ynakoBLj
(1 nonepegHbO
HanoBHEHWIA WnpuL,
Ta 1ronka) y
KapTOHHIN Kopo6Lli

191.

PEOMONIINKOKI

H

PO3unH ANs iHdys3il
no 200 mn, a6o no
250 mn, a6o no 400
M/, abo no 500 mny
nnsiwKkax

MpusatHe
akujioHepHe
TOBapMCTBO

"IHdpysia”

Ykpaina

MprBaTHE aKLioHepHe
ToBapucTBO "IHdy3isa"

Ykpaina

BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN
| TNy - AOMIHICTpaTMBHI 3MiHU. BuyyeHHs
BMPOOHUYOT AiNbHUL (BKNOYAKOUM AiNTbHULI ANS
A®I|, NPOMIKHOro NPOAYyKTYy abo roToBoro
nikapcbKoro 3acoby, AinbHNLi AN NPOBEeAEHHS
nakyBaHHs1, BAPOOHUKA, BiNOBIAaIbHOMO 3a BUNYCK
cepii, Micue NpoBeAeHHs1 KOHTPOO cepii) abo
nocTavanbHvKa BUXIQHOTO MaTepiany, peareHTy abo
[0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OChE) -
BUYYEHHS BUPOOHUYOI ginbHuLi ans M3
PeononirniokiH, po3unH ans iHdysiii (BBeAeHHS 3MiH
NPOTArom 3-X MICALIB Nic/a 3aTBEPAKEHHS); 3MiHN |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKWii 3acib.
CuncteMa KoHTelHep/3aKynoproBasibHMiA 3aci6. 3miHa
y NEPBUWHHII ynakoBLyi FOTOBOro MikapcbKoro 3acoby
(Tvin KoHTelHepa abo AoAaBaHHS HOBOrO

3a
peuyenmom

UA/1558/01/01




117

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KOHTeliHepa) - BunyyeHHs NepBMHHOI YNakoBKu, LLIO

He Npu3BOAWTL [0 NOBHOIO BU/TYYEHHS NiKapCbKOro

3aco6y 3 NEBHOI CU/IOI0 Aji @60 Y NEBHiI Nikapcbkiii
hopmi -

BW/IYYEHHS NASALWKA 3 AlaMEeTPOM FOpsI0BUHU
22,5+£0,5mm Ta 25,0+0,2/-0,5MM 3 BignoBigHNM
3aKynopoBasibHUM 3aC060M: M/IsALWKa BUPOOHMLTBA
MAT "BIO MEJ, CK/O “( 11-250-2 MTO; 11-450-2
MTO; 1I-250E-2 MTO; II-500E-2 MTO); nnsika
BMpo6HUMLTBA MNMPAT "KocToninbcbkuii 3aBog,
cknosupo6is “ (11-250-M-2-MTO; 11-500-M-2-MTO; II-
250-0-2-MTO,; 11-450-0-2-MTO)

192.

PE®AKTO AD®

niodpinizat gns
PO34nHy Ans

iH ekuii no 500 MO;
1 chnakoH 3
niodpinizatom y
KomnaekTi 3 1
nonepeaHLO
HanoBHEHUM
LUNPWLOM 3
PO34MHHKKOM no 4
M (HaTpito Xxnopug,
(9 mr/mn), BOAa ons
iH ekuii), 1
afanTepom gns
thnakoHy, 1
cucTemoro ans
iHdpy3ii, 2
TaMnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
noAyLLIeYKor B
KapTOHHI kopobuy;
1 chnakoH 3
niocpinizatom y
KOMMekTi 3 1
nonepegHL0
HanoBHEHUM
LINpYLOM 3
PO3YMHHMKOM no 4
M (HaTpito xopug
(9 mr/mn), BOAa ANs
iH ekuin), 1
ajantepom gns
dhnakoHy, 1

Mdpaiizep
Eiiu.Ci.ni.
KopnopeWLH

CLWA

BUPOBHUYMBO lioghinizamy
3a MOBHUM YUK/IOM;
KOHMPO/Ib Kocmi
PO34UHHUKa (OKpIiM
00C/IOXKeHHs1 cunu mepmsi
MOPWHSI), NaKyBaHHs
PO34YUHHUKA y Habip;
BiOnosioasbHUl 3a BUMYCK
cepii:

Baet ®apma C.A., IcnaHis;
a/lbmepHamusHa
nabopamopis 015
mecmyBaHHs1 npenapamy
3a NoKa3HUKOM
cmepu/ibHIiCMb!
Na6opaTtopia biona6, C.J/1.,
IcnaHis;
BUPOBHUYMBO PO3YUHHUKA
B wWrpuyax ma KOHmpo/ib
sskocmi (OKpiM GOCAIOXKEHHS
2epMemuyHocmi, cuu
mepmsi NOPWHSi),
Bi3ya/ibHUll KOHMPO/1b
PO3YUHHUKA:
Bettep ®apma-dPepTuryHr
'm6X & Ko. KI, HimeuuuHa;
Bi3yasibHUll KOHMPOJ1b
PO34UHHUKA, KOHMPO/Ib
SIKOCMIi PO3YUHHUKA (OKpIM
A0C/1IOXKEHHS
2epmMemuyHocmi, cuu
mepmsi MOPWHS):
Betep ®apma-depTuryHr
'M6X & Ko. KI', HimewunHa;
Bi3ya/ibHUl KOHMPO/ib

IcnaHis/
HimeyunHa

BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHN
| TMNy - 3MiHW 3 AKOCTIi. FOTOBWUIA NiKapCbKnii 3acio.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IIO AKOCTI
roToBOro MikapcbKoro 3acoby (3amiHa abo
[0JaBaHHA AiNbHUL, Ha 5Kl 34iCHIOETBCSA
KOHTPO/b/BUNPOGYBaHHSA cepil) - BBEAEHHS AiNbHUL
BeTtep d®apma-depTturyHr Frm6X & Ko. KI', XenbmyT-
BeTtep-LUTtpace 10, PaBeHcbypr, BageH-
BiopTTembepr, 88213, HimeuunHa Ak AinbHULI
BiANOBIA&/IbHOI 3@ KOHTPO/Ib AKOCTi PO3UYNHHMKA Y
winpuuax (BOCiHKEHHS TepMeTUYHOCTI, CUN TepTs
MOPLUHS). YTOUHEHHS (DYHKLi/i BUPOBHUKIB; 3MiHM |
TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AinbHUL (BKIHOYAKUN AiNbHNL ANS
A®I, NpomixXHOro NpoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
nakyBaHHs, BUPOGHYKa, Bi4NoBiAaNbHOI0 3a BUMYCK
cepiii, MicLle NpoBeAEHHSI KOHTPOSIO cepii) abo
nocTavanbHviKa BUXIAHOrO MaTepiasny, peareHTy abo

[OMOMDKHOT pEYOBMHY (SIKLLLO 3a3HAYEHO Y AOChE) -

BUAANEHHS AinbHUL BeTep ®apma-®epturyHr rmex

& Ko. KI', Xonb6enHwTtpacce 40, PaBeHcoypr,
BapeH-BiopTTembepr, 88212, HimeuunHa ans
Bi3ya/IbHOr0 KOHTPO/IH0 PO3UMHHUKA Ta KOHTPOSIO
AKOCTI PO3YMHHMKA NPU AOCNIMKEHHI CTabiNbHOCTI

3a
peyenmom

UA/15929/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
cucTemoro ans PO34UHHUKA, KOHMPO/Ib
iHdpy3iT, 2 SIKOCMIi PO3YUHHUKA (OKpIM
TaMrnoHamm 3i A0C/1IOXKEHHSI
cnupTom, 1 2epmMemuyHocmi, cuu
nnactmpem Ta 1 mepmsi MOPWHS):
Map/ieBoo BeTtep ®apma-®PepTuryHr
noayLleykol B M6X & Ko. KI, HimewunHa;
KapTOHHI Kopobuyj Bi3ya/ibHUll KOHMPO/ib
PO34UHHUKA, KOHMPO/lb
sIKOCMI PO34YUHHUKA (OKpiM
00C/1IOXEHHS
2epMemuyHocmi, cusiu
mepmsi MOPWHS)):
Betep ®apma-®epTuryHr
rm6X & Ko. KI', HimeyunHa
193. PE®AKTO AD niodpinizat gns Mdpaiizep CLWA BUPOBHUYMBO lioghinizamy IcnaHis/ BHECEHHS 3MiH 10 pEECTPALiiiHMX MaTepianis: 3MiHN 3a UA/15929/01/03

po3unHy AnA Eiy.Ci.Mi. 3a MoBHUM YUK/IOM; HimeuunHa | TMNy - 3MiHW 3 AKOCTIi. FOTOBWUIA NiKapCbKnii 3acio. peyenmom
iH ekuii no 1000 KopnopeWiLH KOHMpO/b sikocmi 3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

MO; 1 chnakoH 3
niodpinizatom y
KomnaekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNPWLOM 3
PO3YMHHKKOM no 4
M (HaTpito Xxnopug,
(9 mr/mn), BOAa ons
iH ekuii), 1
ajanTepom gns
thnakoHy, 1
cucTemoro ans
iHdpy3iT, 2
TaMnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
noAyLLIeyKor B
KapTOHHI kopobuy;
1 chnakoH 3
niocpinizatom y
KOMMekTi 3 1
nonepegHLo
HanoBHEHUM
LINpYLOM 3
PO3YMHHMKOM no 4
M (HaTpito xopug
(9 mr/mn), BOAA AN

PO34UHHUKa (OKpIiM
00C/IOXKeHHs1 cunu mepmsi
MOPWHSI), NaKyBaHHs
PO34YUHHUKA y Habip;
BiOnosidasbHUl 3a BUMYCK
cepii:

Baet ®apma C.A., IcnaHis;
a/lbmepHamusHa
nabopamopis 015
mecmyBaHHs1 npenapamy
3a MoKa3HUKoOM
cmepu/ibHIiCMb!
Nab6opaTtopia biona6, C.J/1.,
IcnaHis;
BUPOBHUYMBO PO3YUHHUKA
B wWrpuyax ma KOHmpo/ib
sskocmi (OKpiM GOCAIO)KEHHS
2epMemuyHocmi, cuu
mepmsi NOPLHSI),
Bi3ya/ibHUll KOHMPO/1b
PO3YUHHUKA:
Bettep ®apma-dPepTuryHr
'm6X & Ko. KI, HimeuuuHa;
Bi3yasibHUl KOHMPO/1b
PO34UHHUKA, KOHMPO/Ib
SIKOCMIi PO3YUHHUKA (OKpIM
A0C/1IOXKEHHS
2epmMemuyHocmi, cuu
mepmsi MOPWHS):

CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roToBOro NikapcbKoro 3acoby (3amiHa abo
[0JaBaHHA AiNbHULL, Ha 5Kl 34iCHIOETBCSA
KOHTPO/b/BUNPOGYBaAHHSA cepil) - BBEAEHHS AiNbHUL
BeTtep d®apma-depTturyHr Frm6X & Ko. KI', XenbmyT-
BeTtep-LUTtpace 10, PaBeHcbypr, BageH-
BiopTTembepr, 88213, HimeuunHa Ak AinbHULI
BiANOBIA&/IbHOI 3@ KOHTPO/b AKOCTi PO3UYNHHMKA Y
winpuuax (BOCiHKEHHS TepMeTUYHOCTI, CUN TepTS
MOPLUHS). YTOUHEHHS (DYHKLi/i BUPOBHUKIB; 3MiHM |
TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AinbHUL (BKIHOYAKUN AiNbHNL ANS
A®I, NpoMiXXHOro NpoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
nakyBaHHs, BUPO6HYKa, BiAMNoBiAaNbHOIO 3a BUMYCK
cepiid, MicLle NpoBeAEHHSI KOHTPOSIO cepii) abo
nocTavanbHviKa BUXIAHOTO MaTepiasny, peareHTy abo
[OMOMDKHOT pEYOBMHY (SIKLLLO 3a3HAYEHO Y AOChE) -
BUAANEHHS AinbHUL BeTep ®apma-®epturyHr Mrméex
& Ko. KI', Xonb6enHwTtpacce 40, PaBeHcoypr,
BapeH-BiopTTembepr, 88212, HimeuunHa ans
Bi3ya/IbHOr0 KOHTPO/IH0 PO3UMHHUKA Ta KOHTPOSIO
AKOCTI PO3YMHHMKA NPU AOCNISKEHHI CTabiNbHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
iH ekuii), 1 BeTtep ®apma-PepTuryHr
aganTtepom Ans M6X & Ko. KI', HimewunHa;
thnakoHy, 1 Bi3yasibHUl KOHMPOJ1b
cucTemoro ans PO34UHHUKA, KOHMPO/Ib
iHdpy3iT, 2 SIKOCMIi PO3YUHHUKA (OKpPIM
TaMmnoHamm 3i A0C/1IOXKEHHSI
cnupTom, 1 2epmMemuyHocmi, cuu
nnactmpem Ta 1 mepmsi MOPWHS):
Map/ieBoo BeTtep ®apma-®PepTuryHr
noAayLleykol B v6X & Ko. KI, HimewunHa;
KapTOHHI Kopobuyj Bi3ya/ibHUll KOHMPO/1b
PO34UHHUKA, KOHMPO/1b
sIKOCMI PO34YUHHUKA (OKpiM
00C/1IOXEHHSI
2epMemuyHocmi, cusiu
mepmsi MOPWHS)):
Betep ®apma-®epTuryHr
rm6X & Ko. KI', HimeyunHa
194. PE®AKTO AD niodpinizat gns Mdpaiizep CLWA BUPOBHUYMBO lioghinizamy IcnaHis/ BHECEHHS 3MiH [J0 pEECTPAaLiiiHMX MaTepianis: 3MiHN 3a UA/15929/01/04
po3unHy AnA Eiy.Ci.Mi. 3a MoBHUM YUK/IOM; HimeuunHa | TMNy - 3MiHW 3 AKOCTIi. FOTOBWUIA NiKapCbKnii 3acio. peyenmom
iH ekuii no 2000 KopnopeWiLH KOHMpO/b sikocmi 3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

MO; 1 chnakoH 3
niodpinizatom y
KomnaekTi 3 1
nonepeaHLo
HanoBHEHUM
LUNPWLOM 3
PO34MHHKKOM no 4
M (HaTpito Xxnopug,
(9 mr/mn), BOAa ons
iH ekuii), 1
afanTepom gns
thnakoHy, 1
cucTemoro ans
iHdpy3ii, 2
TaMnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
noAyLLIeYKor B
KapTOHHI kopobuy;
1 chnakoH 3
niocpinizatom y
KOMMekTi 3 1

PO34UHHUKa (OKpiM
00C/IOXKeHHs1 cunu mepmsi
MOPWHSI), NaKyBaHHs
PO34YUHHUKA y Habip;
BiOnosidasbHUl 3a BUMYCK
cepii:

Baet ®apma C.A., IcnaHis;
a/lbmepHamusHa
nabopamopis 915
mecmyBaHHs1 npenapamy
3a roKa3HUKoOM
cmepu/ibHIiCMb!
Nab6opaTtopia biona6, C.J/1.,
IcnaHis;
BUPOBHUYMBO PO3YUHHUKA
B wWrpuyax ma KOHmpo/ib
sskocmi (OKpiM G0CAIOKEHHS
2epMemuyHocmi, cuu
mepmsi NOPLHSi),
Bi3ya/ibHUll KOHMPO/1b
PO3YUHHUKA:
Bettep ®apma-PepTuryHr
'm6X & Ko. KI, HimeuuuHa;

nonepegHL0 Bi3ya/ibHUU KOHMPO/lb
HanoBHEHUM PO34UHHUKA, KOHMPO/Ib
LnpuLom 3 SIKOCMi PO3YUHHUKA (OKpiM

CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IIO AKOCTI
roToBOro MikapcbKoro 3acoby (3amiHa abo
[0JaBaHHA AiNbHUL, Ha 5Kl 34iCHIOETLCSA
KOHTPO/b/BUNPOBYBaHHSA cepil) - BBEAEHHS AiNbHUL
BeTtep d®apma-depTturyHr Frm6X & Ko. KI, XenbmyT-
BeTtep-LUTtpace 10, PaBeHcbypr, BageH-
BiopTTembepr, 88213, HimeuunHa Ak AinbHULI
BiANOBIA&/IbHOI 3@ KOHTPO/b AKOCTi PO3UYNHHMKA Y
winpuuax (AOCiHKEHHS repMeTUYHOCTI, CUN TepTS
MOPLUHS). YTOUHEHHS (DYHKLi/i BUPOOHUKIB; 3MiHM |
TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AinbHUL (BKIHOYAKUN AiNbHNL ANS
A®I, npomixXHOro NpoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BiAMNoBiAaNIbHOIO 3a BUMYCK
cepiid, MicLle NpoBeAEHHSI KOHTPOSHO cepii) abo
nocTavanbHvKa BUXIAHOTO MaTepiasny, peareHTy abo
[OMOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOChE) -
BUAANEHHS AinbHUL BeTep ®apma-®epturyHr Mrméex
& Ko. KI', Xonb6enHwTtpacce 40, PaBeHcoOypr,
BapeH-BiopTTembepr, 88212, HimeuunHa ans
Bi3ya/IbHOr0 KOHTPO/IH0 PO3UMHHUKA Ta KOHTPOSIO
AKOCTI PO3YMHHMKA NPU AOCNISKEHHI CTabiNbHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
PO3YMHHWUKOM M0 4 00C/1iOKEHHST
MA (HaTpito xnopug, 2epmemuyHocmi, cuu
(9 mr/mn), BOAA ANs mepmsi MOPWHS):
iH ekuii), 1 BeTtep ®apma-PepTuryHr
aganTtepom gns M6X & Ko. KI', HimewunHa;
thnakoHy, 1 Bi3yasibHUl KOHMPOJ1b
cucTemoro ans PO34UHHUKA, KOHMPO/Ib
iHdpy3iT, 2 SIKOCMIi PO3YUHHUKA (OKpPIM
TaMrnoHamm 3i A0C/1IOXKEHHSI
cnupTom, 1 2epmMemuyHocmi, cuu
nnactmpem Ta 1 mepmsi MOPWHSI):
Map/ieBoo Betep ®apma-®PepTuryHr
noAayLleykol B v6X & Ko. KI, HimewunHa;
KapTOHHI Kopobuyj Bi3ya/ibHUll KOHMPO/1b
PO34UHHUKA, KOHMPO/1b
sIKOCMI PO34YUHHUKA (OKpiM
00C/1IOXEHHS
2epMemuyHoCcmi, cusiu
mepmsi MOPWHS)):
Betep ®apma-®epTuryHr
rm6X & Ko. KI', HimeyunHa
195. PE®AKTO AdD niodpinizat gns Mdpaiizep CLWA BUPOBHUYMBO lioghinizamy IcnaHis/ BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianis: 3MiHN 3a UA/15929/01/01
po3unHy AnA Eiy.Ci.Mi. 3a MoBHUM YUK/IOM; HimeuunHa | TMny - 3MiHW 3 AKOCTI. FOTOBWUIA NiKapCbKnii 3acio. peyenmom
iH ekuii no 250 MO; KopnopeWiLH KOHMpO/b sikocmi 3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
1 chnakoH 3 PO34UHHUKa (OKpIiM CTOCYIOTbCS BUMYCKY cepii Ta KOHTPOSIIO AKOCTI

niodpinizatom y
KomnaekTi 3 1
nonepeaHLO
HanoBHEHUM
LUNPWLOM 3
PO34MHHKKOM no 4
M (HaTpito Xxnopug,
(9 mr/mn), BOAa ons
iH ekuii), 1
ajanTepom gns
thnakoHy, 1
cucTemoro ans
iHdpy3iT, 2
TaMnoHamm 3i
cnmpTom, 1
nnactupem 1a 1
Map/ieBoto
noAyLLIeyKor B
KapTOHHI kopobuy;
1 chnakoH 3
niocpinizaTom y
KOMMIekTi 3 1

00C/IOXKeHHs1 cunu mepmsi
MOPWHSI), NaKyBaHHs
PO34YUHHUKA y Habip;

BiOnosioasbHUl 3a BUMYCK

cepii:

Baet ®apma C.A., IcnaHis;
a/lbmepHamusHa
nabopamopis 015

mecmyBaHHs1 npenapamy

3a roKa3HUKoOM
cmepu/ibHIiCMb!

Na6opaTtopia biona6, C.J/1.,

IcnaHis;
BUPOBHUYMBO PO3YUHHUKA
B wWrpuyax ma KOHmpo/ib
sskocmi (OKpiM GOCAIOXKEHHS
2epMemuyHocmi, cuu
mepmsi NOPLHSi),
Bi3ya/ibHUll KOHMPO/1b
PO3YUHHUKA:
Bettep ®apma-dPepTuryHr
'm6X & Ko. KI', HimeyuuHa;

roToBOro MikapcbKoro 3acoby (3amiHa abo
[0JaBaHHA AiNbHUL, Ha 5Kl 34iCHIOETbCSA
KOHTPO/b/BUNPOGYBaHHSA cepil) - BBEAEHHS AiNbHUL
BeTtep d®apma-depTturyHr Frm6X & Ko. KI', XenbmyT-
BeTtep-LUTtpace 10, PaBeHcbypr, BageH-
BiopTTembepr, 88213, HimeuunHa Ak AinbHULI
BiANOBIA&/IbHOI 3@ KOHTPO/b AKOCTi PO3UYNHHMKA Y
winpuuax (BOCiHKEHHS TepMeTUYHOCTI, CUN TepTs
MOPLUHS). YTOUHEHHS (DYHKLi/i BUPOBHUKIB; 3MiHM |
TMNy - AQMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHUYOI AinbHUL (BKIHOYAKUN AiNbHNL ANS
A®I, NpomixXHOro NpoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULi AN NPOBEAEHHS
nakyBaHHs, BUPOGHYKa, Bi4NoBiAaNbHOI0 3a BUMYCK
cepiii, MicLle NpoBeAEHHSI KOHTPOSIO cepii) abo
nocTavanbHviKa BUXIAHOrO MaTepiasny, peareHTy abo
[OMOMDKHOT pEYOBMHY (SIKLLLO 3a3HAYEHO Y AOChE) -
BUAANEHHS AinbHULI BeTep ®apma-®epturyHr rmex
& Ko. KI', Xonb6einHwTtpacce 40, PaBeHcoypr,
BapeH-BiopTTembepr, 88212, HimeuunHa ans
Bi3ya/IbHOr0 KOHTPO/IH0 PO3UMHHUKA Ta KOHTPOSIO
AKOCTI PO3YMHHUKA NPU AOCNIMHKEHHI CTabiNIbHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nonepeaHLO Bi3ya/ibHUll KOHMPO/1b
HanoBHEHUM PO3YUHHUKA, KOHMPO/1b
LINPULIOM 3 SIKOCMi PO3YUHHUKA (OKpIM
PO3UYMHHWUKOM MO 4 00C/1iOKEHHST
MA (HaTpito Xxnopug, 2epmemuyHocmi, cuu
(9 mr/mn), BOAa Ans mepmsi MOPWHS):
iH ekuii), 1 BeTtep ®apma-PepTuryHr
aganTtepom gns M6X & Ko. KI', HimewunHa;
thnakoHy, 1 Bi3yasibHUl KOHMPOJ1b
cucTemoro ans PO34UHHUKA, KOHMPO/Ib
iHdpy3iT, 2 SIKOCMIi PO3YUHHUKA (OKpIM
TaMrnoHamm 3i A0C/1IOXKEHHST
cnupTom, 1 2epmMemuyHocmi, cuu
nnactmpem Ta 1 mepmsi MOPWHSI):
Map/ieBoo BeTtep ®apma-®PepTuryHr
noAyLleykol B v6X & Ko. KI, HimewunHa;
KapTOHHi Kopobuyj Bi3ya/ibHUll KOHMPO/ib
PO34UHHUKA, KOHMPO/1b
SIKOCMI PO34YUHHUKA (OKpiM
00C/1IOXEHHSI
2epMemuyHocmi, cuiu
mepmsi MOPWHS)):
Betep ®apma-®epTuryHr
rm6X & Ko. KI', HimeyunHa
196. POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo mecto CnoBeHis BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHU 3a UA/11743/01/01
nNiBKOBOKO Hoso mecTo | TMNYy - 3mMiHa NapameTpiB cneundikaii Ta/abo peyernmom
060/10HKO0, N0 5 Mr [OMyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby -
no 10 Tabnetok y 3BY)XXEHHA A0MYyCTUMUX MeX «CyMU AOMILLOK» Y
6nictepi; no 1, abo crneundikavii rotoBoOro fikapcebkoro 3acoby, y
no 2, aéo no 3, abo 3B'AI3Ky 3 METOI0 NpuBefeHHs cneundikauii MKA go
no 6, aéo no 9 opuriHaibHOI cneumdikauii BUpoOHUKa roToBOro
6nictepis y nikapcbKoro 3acoby; 3miHu Il Tuny - 3miHa
KapTOHHI kopobuy; napameTpiB cneuudikauiii Ta/abo JONYCTUMMX MEX
no 14 Tabnetok y roTOBOrO J1iKapCbKOro 3acoby - PO3LUNPEHHS
6nicTepi; no 1, abo O0NYyCTUMUX MEX BMICTY CynyTHbOT foMilwkn TP 13y
no 2, abo no 4 cneumdikaLii Ha roToBOro JlikapcbKoro 3acoby
6nictepn y
KapTOHHI Kopo6Lyi
197. POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4a., HoBo mecto CrnoBseHis BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU 3a UA/11743/01/02
nniBKOBOKO HoBo mecTo | TNy - 3MiHa napamMeTpiB cneyudikauii Ta/abo peuyenmom

060/10HKOI0, MO 10
Mr no 10 TabneTok y
6nictepi; no 1, abo
no 2, a6o no 3, abo
no 6, ao no 9
6nictepiB y
KapTOHHI kopobuy;

[0MNYyCTUMMX MEX FOTOBOrO NiKapCbKOro 3acoby -
3BY)XXEHHS J0MyCTUMUX MeX «CyMU AOMILLOK» Y
crneuudikaLii rotoBoro fikapcbkoro 3acoby, y
3B'A3Ky 3 METOI0 NpuBefeHHs cneundikauii MKA go
opuriHanbHOT cnewmdikalii BUpo6HMKa roToBoro
nikapcbKoro 3acoby; 3miHu Il Tuny - 3miHa
napameTpiB cneuudikauiii Ta/abo 4oNyCTUMUX MEX




122

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1

no 14 Tabnetok y roTOBOrO /1iKapCbKOro 3acoby - PO3LUNPEHHS
6nicTepi; no 1, abo [0NYyCTUMUX MEX BMICTY CynyTHbOI foMilkn TP 13y
no 2, abono 4 cneumdikauii Ha roToBOro JlikapcbKoro 3acoby
6nictepn y
KapPTOHHI Kopobui

198. POKCEPA® TabneTku, BKpUTI KPKA, a.4a., CnoBeHisi KPKA, a.4., HoBo mecto CnoBeHisi BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasis: 3MiHN 3a UA/11743/01/03
nniBKOBOKO HoBo mecTo | TNy - 3MiHa NapamMeTpiB cneyudikaii Ta/abo peyenmom
060/10HKO10, M0 20 L0NYCTUMMX MEX rOTOBOTO JliKapCbKOro 3acoby -
Mr no 10 Tabnetok y 3BY)XEHHS [0MyCTUMUX MeX «CyMU AOMILLOK» Y
6nictepi; no 1, abo crneuudikaLii rotoBoro nikapcbkoro 3acoby, y
no 2, a6o no 3, abo 3B'A3Ky 3 METOI NpuBefeHHs cneundikauii MKA go
no 6, abo no 9 opvriHanbHOT cnewmdikalii BUpo6HMKa roToBoro
6nictepiB y nikapcbKoro 3acoby; 3miHu 1l Tuny - 3miHa
KapTOHHI kopobuy; napameTpis cneundikauiii Ta/abo JONYCTUMUX MeX
no 14 Tabnetok y rOTOBOrO J1iKapCbKOro 3acoby - PO3LUNPEHHS
6nictepi; no 1, abo LOMYCTUMMUX MEX BMICTY CynyTHbOT AOMilkn TP 13y
no 2, aéo no 4 cneumgikauii Ha roToBOro NikapcbKoro 3acoby
6nictepn y
KapTOHHIN Kopo6Lii

199. POKCEPA® Tabnetkun, BKpUTI KPKA, 4.4., CnoBeHis KPKA, a.4., HoBo mecto CnoBeHis BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN 3a UA/11743/01/04
NNiBKOBOKO HoBo mecTo | TNy - 3mMiHa napamMeTpiB cneyudikauin Ta/abo peyenmom
060/10HKOI0, No 40 [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby -
mr no 10 TabneTok y 3BY)EHHSA AONYCTUMUX MEX «CyMU AOMILLIOK» Y
6nicTepi; no 1, abo cneuudikaLii roToBOro Nikapcbkoro 3acoby, y
no 2, abo no 3, abo 3B'A3KY 3 METOH npuBeAeHHs crneundikavii MKA go
no 6, no 9 6nictepis opuvriHaibHOI cneumdikavii BUpoOHMKa roTOBOro
Y KapTOHHIli Kopoo6Li; nikapcbKoro 3acoby; 3miHu Il Tuny - 3miHa
no 7 TabneTok y napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
6nictepi; no 2, abo roTOBOrO NiKapCbLKOro 3acoby - PO3LUMPEHHS
no 4, abo no 8 [OMYCTUMMUX MEX BMICTY CynyTHbOT AOMilwkn TP 13y
6nictepiB y cneumagikaLii Ha roToBOro nikapcbKoro 3acoby
KapTOHHI Kopo6Lii

200. POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo mecto CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU 3a UA/11743/01/05
nniBKOBOIO HoBso mecTo | TNy - 3MiHa NapamMeTpiB cneyudikauin Ta/abo peyernmom
0060/10HKOI0, NO 15 [OMYyCTUMUX MEX roTOBOT0 NiKapCbKoro 3acoby -
Mr no 10 TabneTok y 3BY)XXEHHSA AOMNYCTUMUX MEX «CyMU AOMILLIOK» Y
6nictepi; no 1, abo cneundikavii rotoBoro fikapcbKoro 3acoby, y
no 2, aéo no 3, abo 3B'AA3Ky 3 MEeTOH npuBeAeHHs cneundikayii MKA go
no 6, abo no 9 opuriHanbHoT cnewmdikadii BUpo6HMKa roToBoro
6nicTepis y nikapcbKoro 3acoby; 3miHu Il Tuny - 3miHa
KapTOHHI KOpO6Lyj; napameTpiB crneuuqikaliii Ta/abo 4onyCTUMUX Mex
no 14 Tabnetok y roTOBOrO J1iKApCbKOro 3acoby - PO3LUNPEHHS
6nicTepi; no 1, abo [0NYyCTUMUX MEX BMICTY CynyTHbOT foMilkn TP 13y
no 2, abo no 4 crneuungikauii Ha roToBOro /ikapcbkoro 3acoby
6nictepn y
KapTOHHI Kopobui

201. POKCEPA® TabNeTKN, BKPUTI KPKA, a.4., CnoBeHisi KPKA, a.4., HoBo mecto CnoBeHisi BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM 3a UA/11743/01/06
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nniBKOBOKO HoBo mecTo | TNy - 3mMiHa napamMeTpiB cneyudikauin Ta/abo peyenmom
060/10HKO10, Mo 30 L0NYCTUMMX MEX rOTOBOTO JiKapCbKOro 3acoby -
Mmr no 10 Tabnetok y 3BY)XXEHHS J0MYyCTUMUX MeX «CyMU JOMILLOK» Y
6nicTepi; no 1, abo crneuudikaLii rotoBoro nikapcbkoro 3acoby, y
no 2, a6o no 3, abo 3B'A3Ky 3 METOI0 NpuBefeHHs cneundikauii MKA go
no 6, no 9 6nictepis opuriHanbHOT cnewmdikadii BUpoOHMKa roToBoro
Y KapTOHHIi1 kopobL; nikapcbKoro 3acoby; 3miHu 1l Tuny - 3miHa
no 7 tabnetok y napameTpiB cneuyudikaLii Ta/abo 4ONyCTUMMX MEX
6nicTepi; no 2, abo rOTOBOrO JTiKaPCbKOro 3acoby - PO3LLMPEHHS
no 4, aéo no 8 [OMYCTUMMUX MEX BMICTY CynyTHbOT AOMilkn TP 13y
6nictepiB y cneumgikaLii Ha roToBOro NMikapcbKoro 3acoby
KapPTOHHI Kopobui
202. POTAPUKC™/ CyCneHsis opasibHa nakcoCwmiTKna Benuvka nakcoCmiTKnAiiH Benebris BHECEHHS 3MiH [J0 pEECTPALiiiHMX MaTepianis: 3MiHU 3a UA/13060/01/01
ROTARIX™ (1,5 mn/po3y) no 1 nH Exkcnopt BputaHis Bionogxikans C.A. | TMNY - 3MiHK, NOB'A3aHI 3 HEOOXiHICTIO peyenmom
BAKUVHA ANnd abono5 Nimiteq npuBeAeHHS Yy BiANOBIAHICTb A0 MoHorpadii 4PY
MPO®INAKTUKUN nonepegHL0 abo €sponeiicbkoi hapmakonei, abo iHLoi
POTABIPYCHOI 3aMoBHEHUX HaujoHasIbHOI thapmakonei gepxasm EC -
IHOEKLLIT opasibHUX Y3rOfKEHHS PO36iXXHOCTEN MiXK NOTOUHO
annikatopis abo Ty6 npoueayporo AN BUSB/IEHHSA CTOPOHHIX areHTiB 3
B KapTOHHIi kopobu,i BMMOramu, Lo BUKIaAeHi B €Bponeiicbkiii
dapmakonei ois BUMYCKy akTUBHOI Cy6CcTaHLi, SKy
BMKOPVCTOBYIOTb NPU NOAA/bLIOMY BUPOOHULTBI
BaKLHW. BHeCEHHS pefakuiiHnx NnpaBoK B AOCLE 4O
po3ginie 3.2.5.4.1 1a 3.2.5.4.2
203. CEHALE® Tabnetkv no 13,5 mr Lvnna Nitg, IHAjs Megite6 CnewwaniTia MBT. IHAin BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianis: 3MiHU 6e3 UA/6054/01/01
Ne 500: no 20 nTg | TMNYy - 3mMiHa y napameTpax cneundikauii Ta/abo peyenma

Tabnetok y 6nictepi,
no 25 6nictepis y
KapTOHHI Kopo6Lyi

[OMYCTUMMUX MEX, BU3HAUEHUX Y crieundikaLisax Ha
A®I, ab60 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y Mpoueci BupobHuutea AdI -
3BY)XEHHSA [AONYCTUMUX MEX BU3HAYEHUX Y
cneumdpikauii A®| 3a nokasHukom «BTpara B mMaci
NPy BUCYLLYBaHHI»; 3MiHW | TURY - 3MiHa y MeToaax
BMNpobyBaHHA A®| abo BuXigHOTO
MaTepiany/npomMiKHOro NpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLUTBa AD| -
He3HauHi 3MiHW Y 3aTBepKeHX MeTodax
BUNPo6yBaHHS A®PI, a came 3MiHIOITLCS NOCUIaHHSA
Ha METOAMKM KOHTPOSIO 3 abpeBiaTypy BHYTPILLHIX
CTaHAapTHUX Npoueayp TecTyBaHHS Ha 3arasibHi
cTatTi hapmakonei USP; meToamkmn 3anuiieHi 6e3
3MiH; 3MiHK | TNy - 3MiHKM BUNpo6yBaHb abo
[OMYCTUMMX MEX, BCTAHOB/IEHUX Y crnieundikaulisix,
nif, Yyac BUPOBGHULITBA rOTOBOIO NliKapCbKOro 3acoby -
npuBeLEHHs nokasHuka "oAHopIAHICTL MacK” Ha
cTagii npecyBaHHA TabneTok 4o 3arasibHUX BUMOT
Ailounx BugaHb hapmakoneii. JaHnin nokasHuk y
NpPONOHOBAaHI peAakLii 3apeecTpoBaHuii y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep

n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
cneumaikaLii roToBOro likapcbkoro 3acooy.
BBegeHHA 3MiH NpoTAromM 6-Tu MicauiB nicns
3aTBEPAKEHHSA
204. CEPMIOH® niodpinizat gns Mdpaiizep IHK. CLWA Bypo6HMLTBO, KOHTPO/1b IcnaHis/ BHECEHHS 3MiH [J0 pEECTPALiiHMX MaTepianis: 3MiHN 3a UA/5183/02/01
PO3UNHY ANS iH'EKL AKOCTI, NepBUHHE Benbris | TMny - 3MiHW 3 AKOCTI. FOTOBWUIA NiKapCbKnii 3acio. peyenmom

no 4 mr; 2 pnakoHn
3 MOPOLLKOM Ta o 2
amnynv 3
PO3YMHHMKOM no 4
M (HaTpito xopua,
6eH3a/IKoHI0
Xnopug, Boaa Ans
iH'ekuil) y
YapyHKOBIl
ynakoBLj; no 2
YapyHKOBi yNakoBKu
B KapTOHHIi kopobu,i

nakyBaHHs, BUNycK cepii

[NS1 NOPOLLIKY:

Baet ®apma, C.A., IcnaHisi;
Brpo6HMLUTBO, KOHTPOb

SAKOCTI, nepByHHE

nakyBaHHs, BUNycK cepii
/151 PO3YMHHUKA; BTOPUHHE
nakyBaHHs Ta BUNycK cepii

[ONA KIHLEeBOro NpoAyKTy:
Mdpaiizep MeHoekvypyHr

Benbris HB, Benbria

3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT Ai/IbHULI BUPOBHULTBA /151 YACTUHU
a60 BCbOro BUPOBGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOMO
nakyBaHHs) - BBeleHHS AiNbHULI BUPO6HULTBA A4S
NepPBUHHOIO NakyBaHHA /17 NMOPOLLKY: BaeT ®apma,
C.A.; BBeeHHS AiNbHNLi BUPOGHMLTBA AN
NepBUHHOTO NakyBaHHA 4719 po3ynHHKKa: Mdhaiizep
MeHtocbekuypuHr Benbris (BBefeHHs 3MiH NpoTArom
6-TV MicALIB NiCNsA 3aTBEPAKEHHS); 3MiHM | Tvny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roTOBOro MikapCbKoro 3acoby
(8inbHULSA NS BTOPMHHOIO NakyBaHHS) - BBEAEHHS
AiNbHULI A58 BTOPMHHOIO NakKyBaHHS AJ151 KiHLLeBOro
npoaykty Mdaiizep MeHwodekuypuHr benbrisi HB
(Pevikeser 12, Myypc, 2879, Benbrisi) BBeAeHHS 3MiH
NPOTAroM 6-T! MICALIB MiC/A 3aTBEPKEHHS; 3MiHN |
TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI AiNbHUL BUPOGHMLTBA AN YACTUHN
ab0 BCbOro BMPOGHNYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHMLA, Ha SKi NPOBOAATLCSA
6yApb-AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepii, KOHTPO/II0 AKOCTi Ta BTOPUHHOIO NakyBaHHS
ON5 CTepUIbHUX NiKapCbKMX 3ac06iB (BKIOUaun
BMPOG/IEHI aCeNTUYHUM METOA0M), KPiM NiKapCbKUX
3aco6iB 6i010rYHOro/iMyHOOMNYHOrO NOXOMKEHHS) -
3aMiHa Ta BBE[EHHS A04aTKOBOT AiNIbHULL
BMPOGHMLTBA, Ha SiKili NpoBOAATLCA By Ab-SKi
BUPOGHUUYI cTagil, 3a BUHATKOM BUNYCKY cepil,
KOHTPO/O SIKOCTi Ta BTOPUHHOTO NaKyBaHHs A1
CTEpUIbHUX NiKapcbknx 3acobiB, a came
3aTBEpPKEHHSA 3MiHM BUPOOHUKaA 3 AKTaBic ITanis
C.n.A., ITaniss (NOBHUIA LMK BUPOBHMLTBA) Ha BaeT
®apma, C.A., Icnanisa Ta MNdaiizep MeHohekyypuHr
Benbrisi HB bBenbrist (BBeAeHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS); 3MiHU | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IKO AKOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1

roTOBOrO NlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha AKIA 34iIACHIOETLCS
KOHTPONb/BMNPOGYBaHHSA cepii) - 3amiHa Ta
[ofaBaHHsA AiNbHUL, Ha 5Kl 3AiCHI0ETLCA
KOHTpONb/BMNPOGYBaHHSA cepii (BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHU
| Tuny - 3MiHK 3 AkocCTi. FOTOBWIA Nikapcbkunii 3aci6.
Onuc Ta cknag. 3MiHa y cknagi (40noMiKHNX
peyoBMHax) roTOBOrO JliKkapcbkoro 3acoby (iHLwi
[O0NOMDKHI peqyoBuHN) - Byab-siKa He3HaYHa 3MiHa
KiNIbKICHOrO cKnagy A0NOMDKHUX PEYOBUH Yy
roTOBOMY /liKapCbKOMY 3aC00i - ¥ 3B 3Ky 3
BBEJeHHAM HOBOrO BYPOGHMKa roTOBOro
NiKapcbKoro 3acoby, 36iNbLUeHHA po3mipy cepil,
Bigbyacs 3miHa KiflbKiCHOro cknagy AOMOMiKHUX
PeyYoBMH Y PO3YMHHUKY NpenapaTy, a came TBepauii
6eH3ankoHito xnopug(EP) 3amiHEHO Ha pO34uMH
6eH3ankoHito xnopug (EP), (wo cknagae 50%
PO3UMHY aNKUIGEH3UNAUMETUNAMOHI0 Xnopuay 475
r/n po 525 r/n) sk Hacnigok 36inblweHHs overfill 3
3,75 % to 6,93% ans 36epexeHHs (BBegeHHs 3MiH
NPOTArom 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS); 3MiHN
| Tvny - 3miHK 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepii
(BK/KOYaKOUM giana3oH po3Mmipy cepii) roToBoro
nikapcbkoro 3acoby (36inbleHHs fo 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MIpPOM) -
36iNbLUEHHS PO3MIPY cepii rOTOBOro NikapCbKoro
3ac06y - 3aTBepAKeHO: ®1akoHU 3 MOPOLLKOM
31,808 Po3zunHHuk (5 mn) 130,120 amnyr;
3anponoHosaHo: ®nakoHu 3 nopolukom 34,000
Po3unHHuK (5 mn) 327,332 amnyn (BBefeHHA 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHU
| Tuny - 3MiHK 3 AkocCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuyudikauiii Ta/abo AONYCTUMMX MEX
roTOBOrO JIiKAPCbKOro 3acoby (4,0MNOBHEHHS
crneundikaLii HOBUM NOKA3HMKOM 3 BiANOBIAHUM
MeTOA0M BUNPO6YBaHHS) - [ONOBHEHHS
crneundikaLii HOBUM NOKA3HMKOM 3 BiANOBIAHUM
MEeTOLOM BUNPOBYBaHHA «MeXaHidHi BK/THOUEHHS»
(EP.2.9.19) (BBefeHHs1 3MiH NPOTArom 6-Tn MicsALiB
nicnsa 3aTBepKeHHs); 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbkoro 3acoby. 3miHa napaMmeTpis
cneumdikauin Ta/abo fonycTMMUX MEX roTOBOro
NiKapcbKoro 3acoby (BUAYyYEHHSI HE3HAYHOTO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1

nokasHuka (Hanpvkiag, 3acTapinoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauisa
6apBHUKIB Y/ CMaKOBUX 406ABOK)) - BUTYYEHHS
NOKa3HUKa «OAHOPIAHICTb Macu», OCKINIbKN faHWi
NOKa3HUK KOHTPONIOETLCS B MPOLLECi BUPOGHULITBA
(BBegeHHs 3MiH NpoTAromM 6-Tu MicsuiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib roTOBOrO
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NMiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMXXEHNX METOAAX
BMNPOGYBaHHS) - HE3Ha4YHA 3MiHa Y 3aTBEpKEHNX
mMeToAax BUNPOGYBaHHSA - 3MiHW NOCUNAHHS Ha
METO/ KOHTPOJTHO 3a N. «OMNUC», «igeHTuiKaLlis»,
«OAHOPIAHICTb A030BaHVX OAVHNLB», «BOAAY,
«KiNbKICHE BU3HAYEHHS», «JOMILLIKN»,
«CTEPUNBHICTb», «6aKTepiasibHi EHAOTOKCUHU,
«MPO30PICTb», «CTYMNiHb 3a6apBeHHS», «pH>»;
BHECEHHS YTOYHEHHA [0 MeTOZiB BUNPOOYBaHHS: T.
«OAHOPIAHICTb AO30BaHNX O4NHULY, «[OMILLKMN»
BU/TYYEHO ONUC aHaNiTUYHOT METOAVKN 3
MOCUNIAHHSAIM Ha T. «KiIbKiCHE BU3HAUYEHHSI», T.
«KinbkicHe BU3HaueHHs niodinizaTy» AofaHo TUMOBI
XxpomaTorpamu, «bakrepiasibHi eHLO0TOKCUHN»
BHECEeHHS (hopMyv po3paxyHky, T. «KinbkicHe
BM3HAYeHHA. HaTpis xnopug» 3miHa hopMynioBaHHA
onucy mMeToay BUNPo6yBaHHs (BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPOAXKEHHS); 3MiHN
| Tvny - 3miHK 3 AKkocTi. FoToBUIA Nikapcbkuii 3aci6.
CuncteMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
chopmun abo po3Mipy KOHTelHepa un
3aKyrnoproBasibHOro 3acoby (NepBUHHOI YNakoBKM)
(cTepunbHI nikapcbki 3aco6u) - 3MiHa po3Mipy
KOHTelHepa y 3B°A3KYy 3 40A4aBaHHAM HOBMX
BMPO6HWMKiB N3 MNdpaiizep MeHodekyypuHr Benbris
HB (PeiikcBer 12, Myypc, 2879, Benbria) Ta Wyeth
Farma, Algete (BBefeHHs 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPLKEHHS); 3MiHU | TURY - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHUUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYIOTbCS BUMYCKY cepii Ta KOHTPOSIO AKOCTI
roTOBOrO /likapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPO6HYKa, LLIO BiANoBiAae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkatovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - 3amiHa abo
[ofaBaHHA BUPO6HYMKa, LLIO BiANOBiAae 3a BBE3EHHS
Ta/abo BMNYCK cepii: BUNYCK cepil A5 NOPOLLKY:
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Baet ®apma, C.A.; BUnyckK cepii Ansa KiHLeBoro

npoaykTy: Mdalizep MeHtodekuypuHr Benbriss HB
(BBegeHHs 3MiH NpoTAromM 6-Tu MicsuiB nicns
3aTBEePMKEHHS); 3MiHK |l TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbkuii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHU y npoLeci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3aco0y, BKIOYatouy NPOMKHWA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULTBI FOTOBOIO
nikapcbKoro 3acoby (cyTTeBa 3MiHa y Npoueci
BMPOBHMLITBA, fKa MOXEe MaTu iCTOTHWI BAMB Ha
AKICTb, 6e3neky Ta edeKTUBHICTb NiKapCbKoro
3acoby) - 3miHa y npotieci Bupo6Huutea M3y
3B A3KY 3i 3MIHOK BUPOOHUKA Ta BUKOPUCTOBYBAHOr0
061aHaHHSA , BHACNIAO0K LibOr0 3MIHIOETLCSA
NOCNiJOBHICTb AEAKMX eTaniB BUPOOHULITBA, Takux
AK niodpinisauis, inbTpawis, yac nepemilyBaHHs
npy NPUroTyBaHHI po3unHy (nioginisaty), 3MiHEHO
MeTOA, NPUroTYBaHHA PO3UMHY A1 PO3UNHHUKA, Y
3B 53Ky 3i 3MIHOK 6EH3a/TKOHIl0 X/10puay TBEpA0ro
Ha po34nH 6eH3asIKOHIt0 xnopug (BeefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHU
Il TNy - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbKuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIOYaun
MPOMIKHWI NPOAYKT, L0 3aCTOCOBYETHCA NPU
BMPOGHULTBI FOTOBOrO NiKapCbKOro 3acoby (BeAeHHs
HecTaHAapTHOro MeToAy KiHLeBoi cTepunisadii) -
3aMiHa acenTM4HOro BUpobHMLTBA Ha terminal
srerilization g5 PO34YMHHMKA HA HOBIVi BUPOGHUYIN
ainbHuui (Mdpaiizep MeHtodekuypuHr Benbrisa HB
(PelvikeBer 12, Myypc, 2879, benbrisi) BBeAeHHSA 3MiH
NPOTAroM 6-T MICALIB MiCNA 3aTBEPLYKEHHS; 3MiHV I
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NiKapcbkWii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
O0MNYyCTUMUX MEX, BCTAHOBMEHUX y cnevudikalisx,
nig Yac BUPO6HMLITBA FOTOBOTO NiKApCbKOro 3acoby
(po3LWmMpeHHs 3aTBEPAKEHNX AONYCTUMUX MEX ANs
NOKa3HWKIB, sIKi MOXYTb MaTu iCTOTHWIA BN/IMB Ha
3arasibHy SIKiCTb FOTOBOTO NiKapCbKoro 3acoby) -
3MiHM Y NpoLeci BUPOGHNLITBA PO3YMHHUKA: - 3aMiHa
NimiTy 6ioHaBaHTaxeHHA 3 NMT 10 CFU/100ml
po3unHy «in bulk solution before filtration» Ha NMT
100 CFU/100ml «during filling» (BBeAeHHA 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPLKEHHS); 3MiHU
Il TNy - 3MiHK 3 AKoCTi. FOTOBUIA NiKapcbKuii 3acio.
KOHTpOo/b roToBOro nikapcbKoro 3acoby. 3miHa

napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

roTOBOrO /liKapCbKoro 3acoby (3mMiHa 3HaxoAnTbCA
no3a 3aTBEPMKEHVMU AONYCTUMUMU MEXAMU
cneumdikauiin) - 3MiHa napameTpiB cneuudikauii 3a
NMOKa3HUKOM «06 €M, LLLO BUTAraeTbCsa» Yy
cneumdikauii 418 PO3UMHHKKA, (3aTBEPLKEHO:
Bignosigae sumoram (EP 2.9.17), 3anponoHoBaHo:
He MeHLLEe HOMiHa/IbHOro 06 emy (BBeAEHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPLKEHHS); 3MiHU
Il TNy - 3MiHK 3 AKoCTi. FOTOBUIA NiKapcbKuii 3acio.
CuncTeMa KoHTellHep/3aKynoproBasibHUiA 3aci6. 3miHa
Y NEePBUHHI YNakoBL,i rOTOBOrO Nikapcbkoro 3acoby
(Tvin koHTelHepa abo JofaBaHHs HOBOTO
KOHTeliHepa) - CTepunbHi Nikapcbki 3acobu Ta
nikapcbki 3acobu 6i0N0riYHoro/iMyHoO0rN4HOro
MOXOKEHHS - 3MiHa TVUMY KOHTelHepa rotosoro
NikapcbKoro 3acoby y 38" 53Ky 3 AoAaBaHHAM HOBUX
BMPOGHWKiB Mchaiizep MeHtotekuypuHr benbris HB
Ta Wyeth Farma, Algete (BBeAeHHS! 3MiH NpPOTArom
6-T1 MicsAUIB Nicnsa 3aTBEPKEHHS)

205.

CONIAATO
KOMMO3UTYM C

PO34MH ANS iH'EKU
no 2,2 mn B amnyni;
no 5 amnyny
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1 a6o
no 2, a6o no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK y KOpPO6Lyi
3 KapTOHY

Bionoriwe
XannoMmitTenb
Xeenb M'M6X

HimeyunHa

Bionoriwe Xaiinbmitrens
Xeenb M'm6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiinHuxX maTepiasis: 3MiHN
| TNy - 3miHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BUHAUEHUX Y creundikaLisx Ha

A®dI, ab0 BUXIgHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Yy Mpoueci BupobHuutea AdI -
3MiHa g0 cneuundikaLii A®l MmaTepuHCbKa TUHKTYpa

Orthosiphon aristatus 3a nokasHvukoM «KinbkicHe
BU3HAYEHHS», Y 3B'A3KY 3 NPUBEAEHHAM Y
BiANOBIAHICTb Aitovoro BuaaHHA EP «Java tea»
(OpTOCKNthOH TUUMHKOBMIA), 3MiHa Big6ynacs
BHACMIAOK 3MiHW Mapkepa CiHEHCETWH Ha KiflbKicHe
BU3HAYEHHSA PO3MapUHOBOT KMCNOTW, OCKINbKN
pO3mMaprHOBa KMCoTa LUMPOKO BUKOPUCTOBYETHCS B
KifIlbKICHOMY BM3HAY€HHI NpW NPUroTyBaHHi
POCIMHHOI CMPOBWHK, BUPOGEHOT i3 OpTOCUDOHA
TUYMHKOBOTO, i BiflbLIe NIAXOAUTL ANS AOCTILKEHD
CTabinbHOCTI; 3MiHa fo cneuudikauii AdI
mMaTepuHCcbka TUHKTYpa Terebinthina laricina 3a
nokasHukom «EtaHon»; 3miHu | Tuny - 3miHa y
MeTofax BUnpobyBaHHs AdD| abo BrXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6bHMLUTBa AD| -
3MiHa B MeToAax KOHTposto AD| maTepuHcbka
TUHKTYpa Orthosiphon aristatus, y 3B’A3ky 3
npuBeLEeHHsM A0 Aitoyoro BugaHHs EP: - 3a
NnoKasHUKOM «laeHTudikaLjis: TOHKowapoBsa
XpomaTorpadisi», a came, A0AaBaHHA PEYOBUHN
NOPIBHSAHHA Ta YTOYHEHHS onucy pesynbTaty TLUX; -

3a
peyernmom

UA/4374/01/01




129

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
3MiHa Ta KOpUryBaHHA MeTOAY 3a NMOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs», a came: 3MiH1 Mapkepa
CiHEHCETUH Ha Ki/IbKiCHE BU3HAYeHHS PO3MapuHOBOT
KNCMOTK, OCKINIbKM PO3MaprHOBa K1CNO0Ta LUMPOKO
BVKOPUCTOBYETLCA B Ki/IbKICHOMY BU3HAYEHHI Npu
NPUroTyBaHHi POC/IMHHOI CUPOBUHW, BUPOGEHOI i3
opTocMdoHa TUYMHKOBOTO, i BisibLUe NigXoauTb ANns
LocnigpKeHb CTabiNbHOCTI, a TakoX aganToBaHi
CTaHAapTHi 3pas3ky BiANOBIAHO O OHOB/IEHOTO
posainy
206. | TIBOMAKC- PO3unH ANs iHdy3il, MpAT YkpaiHa MpAT "®apmaveBTnyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHuxX maTtepiasis: 3MiHN 3a UA/13827/01/01
AAPHUUA 42 mr/mn no 100 mn "®dapmaueBTUYH thipma "AapHuus” | TNy - 3mMiHa napameTpiB cneuudikauin Ta/abo peyenmom
y dhnakoHi; no 1 a dhipma [0MyCTUMUX MEX MEPBUHHOI YNakoBKV roTOBOrO
dhnakoHy B nauuyj; no "fapHnus” nikapcbKoro 3acoby (A0NOBHEHHS crieumdikavii
100 mn y donakoHax HOBMM MOKa3HUKOM 3 BiNOBIAHUM METOA0M
BMNPO6YBaHHs). BBeAeHHsA 3MiH NnpoTArom 6-tn
MicALiB nicnsa 3aTBepAKeHHSA
207. TIOKTALNA® PO34MH ANS iH'eKLi MEJOA ®apma HimeuunHa yci BUpobHUYi cTagji, 3a HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepianis: 3MiHN 3a UA/5289/01/01
600T (600 mr/24 mn) no m6X eHp Ko. BUHATKOM BUMYCKY cepii: Il TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
24 mn B amnyni, no KI 3ircopug MamensH M6X, thapmakoHarnagy. BHeceHHs1 abo 3miHa(n) go
5 amnyn B KOHTYpHii HimewunHa; BMnyck cepii: 3060B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
YapyHKoBIl MEJA dapma M'm6X eHg Ko. NocCBiAYEHHS, BKOYatouy MnaH ynpasiHHA
ynakosui, no 1 Kr, HimewunHa pu3nkamm (3acToCyBaHHS 3MiH(M), AKi(a)
KOHTYpHIli BMMaralTb(€) NOAANbLIOT0 06I'PYHTYBaHHS HOBUMM
YapyHKOBIll ynakoBLi [04aTKOBUM A@aHMK, L0 MatloTb HajaBaTmcs
B nauui KOMMETEHTHMM OpraHoM, OCKiflbKM BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMETEHTHUM OPraHom) -
BukoHaHHA 3060B'A3aHb BIAMOBIAHO A0 NiANYHKTY
2.3 nyHKTY 2 fopatky 15 o MNopagky npoeefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAaloTLCS Ha AepXKaBHY peecTpaLiio
(nepepeecTpaLito), a TakoX ekcnepTu3n martepiasis
Npo BHECEHHS 3MiH [0 peecTpauiliHix maTepianis
NpoTSAroMm fiii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoM MO3 Big 26.08.2005 Ne
426 (y pefakuji Hakazy MO3 Big 23.07.2015 Ne 460)
208. | TOPAAIB PO34MH ANA iH'EKUiA, TOB YkpaiHa BeCb BYPOGHUYMIA NpoLec YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHW 3a UA/11604/02/01
5wmr/mMn, no4 mny "®APMEKC N3, 3 ypaxyBaHHAM | TUNY - BBEAEHHS HOBOIO a/ibTEPHATUBHOIO peyenmom
hnakoHi; no 5 reyn" BUnycky cepii: TOB BMpo6HuKa A®| Topacewmig Zhejiang Huahai

hnakoHiB y
KOHTYPHIli
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIli
YapyHKOBIli ynakoBLj
Y KapTOHHI navui
abono 4 mns.

"®APMEKC Irpynmn",
YKpaiHa; BeCb BUPOOHNYNIA
npouec N3, 3a BUHATKOM

BMNYyCKy cepii: TOB
"hapmaueBTNYHaA KOMNaHis

"3p0poB A", YkpaiHa

Pharmaceutical Co., Ltd, Kutaii 3 nogaHHsim HOBOro
Ceptuchikata R1-CEP 2009-061-Rev 00
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
amnyni; no 5 amnyn
y 6nictepi; no 1
6nictepy y
KapTOHHIN nauui,
abono4 mns
amnyni; no 5 amnyn
Y KapTOHHIll nauui 3
neperopogkamu
209. | TPANDEMON H cupon no 100 mn ToBapucTBO 3 YkpaiHa TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 3a UA/13900/01/01
a6o no 200 mny 06MeXeHo hapmaueBTUyHe | TMNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
dhnakoHi; no 1 BiANOBIga/IbHICT nignpveMcTBo "340poB's HallMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BlacHuka
chnakoHy pa3om i3 10 "XapkiBcbke Hapoay" peecTpaLiiHOro NocBig4YEHHs) 3MiHa HaliMeHyBaHHS
[03YH04MM chapmaLeBTUYH Ta afpecy 3asBHNKa TOBapUCTBO 3 0OMEXEHOID
NPUCTPOEM Y e nignpnemMcTBo BIAMOBIAA/ILHICTIO "XapkiBCbke hapMaueBTUYHE
KOpOOGLii 3 KApTOHY "3a0poB's niagnprveMCTBO "340pOoB's Hapoay", YKpaiHa; 3miHu |
Hapoay" TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHSs
Ta/abo agpecu micusa NPOBamXKEHHS LisSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BK/IIOYAOUN AiNbHNULI BUMYCKY cepii abo micue
NPOBELEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a Ky
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
cepiii) 3mMiHa HaliMeHyBaHHS Ta afpecy BUpPOGHMKa
N3 ToBapuCTBO 3 06MEXEHOK BIAMOBIAATLHICTIO
"XapkiBCcbke thapmaueBTUYHe NiANpMEMCTBO
"340poB'sa Hapoay", YkpaiHa (Bunyck cepii), 6e3
3MiHM Micus BUPO6HULTBA. TEPMiH BBEAEHHS 3MiH
npoTsArom 3-x MicsLiB Nic/is 3aTBepAKEHHS.
210. | TPAHKBI/IAP® Tabnetku no 0,3 r no ToBapucTBO 3 YkpaiHa ToBapuCcTBO 3 A0AATKOBOK YkpaiHa BHECEHHS 3MiH [0 peECTpaLiiiHuX maTepianis: 3MiHN 6e3 UA/8851/01/01
IC 10 TabneTok y [04aTKOBOIO BiANOBIAA/LHICTIO | Tuny - 3MiHK 3 AKoCTi. FOTOBMI NikapcbkWii 3acib. peyenma
6nicTepi; no 2 BignoBigasIbHICT "IHTEPXIM" 3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
6nicTepu B nauui 3 10 "IHTEPXIM" CTOCYIOTbCS BUMYCKY cepii Ta KOHTPOSIIO AKOCTI

KapTOHY

roToBOro NikapCbKOro 3acoby (3amiHa abo
[0[laBaHHA AiNbHULL, Ha 5Kl 3AiACHIOETbLCSA
KOHTPONb/BUNPOBYBaHHSA cepil) - 3amiHa AiNbHULb ,
e NpoBOAUTLCS BUNPOOYBaHHSA KOHTPOSIO cepii : 3
OinbHUUb 3a agpecamn YkpaiHa, 65080, Ogecbka
06n., M. Ogeca, JllocTaopdcbka gopora, 6ya. 86 Ta
YkpaiHa, 65025, m. Ogeca, 21-/ kM. CTapoKUIBCbKOT
[oporu, 23 Ha AiNbHULI0 38 afpecoro YkpaiHa,
65025, M. Opeca, 21-i kM. CTapokuiBCbKOI foporu,
40-A; 3MiHM | TNy - AAMIHICTPaTUBHI 3MiHN.
BunyueHHst BUPOOHMYOT AinbHULi (BKIHOYAKUN
AinbHUU ansa A®l, NpoMiXHOro nNpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL Ans
NpoBefeHHA NakyBaHHS, BUPOOHUKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiid, MicLe
NpoBefleHHs1 KOHTPO/II0 cepii) abo nocTayaibHuKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMXIZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PeyvoBUHM (SKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
AinbHULI YkpaiHa, 65080, Opecbka 061., m.Ogeca,
NMoctpopdicbka fopora, 6ya. 86, fe 3A4iMCHI0ETbCS

36epiraHHsA roToBOI NPOAYKLIT, Ta BUNYYEHHS
iHchopmawii , WoAo MicLe3HaxXomKEHHS OPUANYHOT
ocobu

211.

T-CENT®

Tabnetkvu gns
PO3CMOKTYBaHHS Mo
3 Mr no 10 Tabnetok
y 6nictepi; no 1 abo
2 6nictepuy
KapTOHHI Kopo6Lyi

Amakca ®apma
nTa

Benuka
BputaHis

AIRCIEH Monbga XKewys
Ec.Eii.

Monbwa

BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHN
| TNy - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEeKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeAMYHOro 3aCTOCYBaHHS
reHepUUYHNX/TiIGpPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB Nicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
HafaHHA XOAHVX HOBKX A0AATKOBUX faHWNX) 3MiHM
BHECEHO A0 IHCTPYKLUiT y po3ain "MokasaHHsA", a
TakoxX y posginu: "®apmakotepaneBTuyHa rpyna’
(yTouHeHHs iHchopmadii), "®apmakonorivHi
BnacTmsocTi", "B3aeMogis 3 iHLLMMM NiKapCbKUMmn
3aco6amu Ta iHWi Buan B3aemogiin”, "Oco6mBocTi
3acTocyBaHHSA", "3acTOCyBaHHSA Yy nepiog BarirTHOCTi
abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posn", "[iTn" (yTouHeHHs iHdhopmadii),
"MepeposyBaHHsa", "Mo6IYHI peakuii™ 3rigHo 3
iHhopmavieto WoA0 MeanyHoro 3acTocyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (TaHTym
Bepae®, nboaaHukn). BBeieHHA 3MiH NpOTSArom 6-
TN MicsLiB NicNs 3aTBEpAKEHHSA

6e3
peyenma

UA/13494/01/01

212.

T-CENT®

cnpeii ans poToBoi
NOPOXHWHW, PO3YVH,
1,5 mr/mn no 30 mn
y dhrakoHi 3
NPUCTPOEM A/1AA
pPO3NWABaHHS; no 1
(hNakoHy B
KapTOHHI Kopo6Lyi

Amakca dapma
nTa

Benuka
BpuTaHis

AICIEH Monbda XKewys
Ec.Ei.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHU
| TMny - 3miHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKiil xapakTepucTumui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS
reHepuyHnX/ribpuaHNx/6ionodibHNX nikapcbknx
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He noTpebye
HafaHHS XXOAHVX HOBMX A0AATKOBUX AaHWX) - 3MiHU
BHECEHO [0 IHCTPYKLUiT y po3ain "MokasaHHsA"
(3arBeppxeHo: CuMnNToMaTUYHe NikyBaHHSA
noApasnMBO-3anasibHNX CTaHiB NOPOXHWUHM poTa,
rNOTKU Ta ropTaHi; 60110, Wo 06yMOBIEeHWIA
TiHriBITOM, CTOMaTUTOM, (DApUHIITOM; Y CTOMAToANOrii
nicns ekcTpakuii 3yba abo 3 npodhinakTmyHow
MeTo. 3anponoHoBaHo: CumnTomaTuyHe
NiKyBaHHS Nofpa3HeHsb i 3ananeHb POTOrNoTKY;
60/1t0, 3yMOBJ/IEHONO TFiHTiBITOM, CTOMaTUTOM,

6e3
peyenma

UA/13494/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
thapuvHriToM; y cTOMaTonoril NicNs eKcTpakLii 3yb6a
ab0 3 NpodhiNaKkTMYHO METOI0.) a TakoX Y po3ginu:
"®apmakoTepaneBTuyHa rpyna” (yTo4UHeHHs
iHdbopmawii), "PapmakosoriyHi BacTMBocTi",
"B3aemogis 3 iHWYMKU NikapcbkuMmn 3acobamu 1a
iHWi BUAM B3aemogiii”, "OcobnmnBocCTi
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTi
abo rogyBaHHs rpyaa", "3aaTHiCTb BANBATY HA
LWBMNAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM
abo iHWK1MK MexaHismamu”, "Cnocié 3acTocyBaHHs
Ta gosu", "[iTn" (peparysaHHa TeKCTy),
"Mepepo3yBaHHs", "MobiyHi peakwyii” 3rigHo 3
iHhopmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pedhepeHTHOrO likapcbkoro 3acoby (TaHTyM
Bepae®, cnpeli g5 pOTOBOI MOPOXHWHN).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.
213. | T-CENT® Tabnetkv gns Awmakca dPapma Benwvka AICIEH Monbda XKewwys Monbwa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 6e3 UA/13494/01/01
PO3CMOKTYBaHHS Mo nTa BpuTaHin Ec.Ei. | TMNYy - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOrO peyenma
3 mr no 10 TabneTok 3acTocyBaHHs y po3ainu: "OcobnmBeocTi
y 6nictepi; no 1 abo 3actocyBaHHs", "lMo6iyHI peakwii” 3rigHO 3 AaHMK
2 6nictepu y oo 6e3neku Aitoyoi pe4oBuHU. BBeAE€HHA 3MiH
KapTOHHI Kopo6Lii NpPoTArom 6-TM MicsiLiB NicnsA 3aTBepPAKEHHSA
214. | T-CENT® cnpeii ans poToBoi Amakca Papma Benuka AICIEH Monbda XKewys Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHU 6e3 UA/13494/02/01
NOPOXHWHKN, PO3YNH, nTa BpuTaHis Ec.Ei. | TMNY - 3MiHW 40 IHCTPYKUIT ANS MEAUYHOIO peyenma
1,5 mr/mn no 30 mn 3acToCyBaHHSA y po3ginu: "MepefosyBaHHA",
y thrakoHi 3 "Mo6iyHi peakuyii" 3rigHO 3 AaHNMK Woao 6e3nekn
NPUCTPOEM Ans Lito40i pevyoBrHN. BBegeHHA 3MiH NPOTArom 6-tn
po3nuoBaHHs; no 1 MicALiB nicnsa 3aTBepAKeHHA
(hN1akoHy B
KapTOHHII Kopo6Lli
215. | PAMOTUAUNH- TabneTkn, BKPUTI MpAT Ykpaina MpAT "dapmayeBTuyHa Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHW 3a UA/8956/01/01
AAPHULUA o60onoHkoto, no 20 "@apmaueBTUYH thipma "JapHuus” | Tuny - 3miHa agpecu BUpobHrka A®l damoTuamH peyenmom
mr; no 10 TabneTok a thipma 6e3 3MiHn MicLa BUpO6HMLTBA. BBEAEeHHA 3MiH
Y KOHTYpHii "NapHuus” MPOTArom 6-Tu MicsALiB Nic/A 3aTBepAKEHHs
YapyHKOBIli
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNakoBKM Y nauLi
216. | PAPMA3O/IH® Kpanni HasasibHi MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHK 6e3 UA/1880/01/01
0,05% no 10 mny | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbknii 3acib. peyenma

chnakoHi abo y
hNakoHi 3
fo3aropom; no 1
hnakoHy B nauui 3
KapToHy; no 10 mny
doNakoHi

KOHTPO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeTofAax BUNpo6yBaHHSA roTOBOrO /liKapCbKoro
3acoby (aNs NprBeAEHHS Y BigNoBIgHICTb 3 DY
abo EBponeiicbKolo hapmMakoneeto Ta BUIyYeHHs
NOCWNaHHS Ha 3acTapinnii BHYTPILLHI MeToa
BUNPOOYBaHHS i 1Oro Homep) - 3MiHM A0 METOAiB
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aKynopeHomy
npo6Koto-
KpanenbHuueto; no 1
hnakoHy B nauui 3
KapTOHY

KOHTpoto /13 3a nokasHNUKOM «MBY», BUyYeHHs
METOAVKN NPOBEAEHHSA aHasli3y Ta 3a3HayeHHs
nocuiaHb Ha 3arasibHi ctartTi EP* gitoue BugaHHs.
MeToza npoBefeHHs BUNPOBYBaHHA Ta KpuTepii
NPUAHATHOCTI HE 3MIHUANCS; 3MiHW | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MmiHa y cknagi (4onoMiKHUX peyoBUHaX) roTOBOro
NikapcbKoro 3acoby (iHLWi AONOMKHI peYOBUHM) -
3amiHa OfHi€El AOMOMIKHOT PEHOBVHY Ha iHLWWY 3 TUMK
caMMMn OYHKLOHaNIbHUMM XapakTepucTukamu Ta
Ha TOMy caMOMy PiBHi -

CynyTHS 3MiHa
- 3MiHM 3 siKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTogax BunpobyBaHHA rOTOBOTO MiKapCbKOro
3aco06y (iHWi 3MiHK Y MeToax BUNPoGyBaHb
(BKNtovarouM 3aMiHy abo [ONOBHEHHS));

- 3miHa ckniagy 13, a came 3amiHa fOMOMIKHOT
PEYOBMHM AeKkaMeTOKCUMH Ha 6e3as1KoHilo xnopug,. Sk
Hacnifok, 3MiHM B cneyudikauii Ta metogax
KOHTPO/I0», & caMe 3aMiHa MeToAy BU3HAYEHHS
[eKaMeTOKCHMHY Ha 6eH3aslkoHito xopug 3a
nokasHukamu «lgeHtudikauis» Ta «KinbkicHe
BWU3HAYEHHSA»

217.

DAPMASO/IH®

Kpanni HasasnbHi 0,1
% no 10 MmNy
chnakoHi abo y
hNakoHi 3
posaropom; no 1
chnakoHy B nauuj 3
KapToHy; no 10 mny
hNakoHi
3aKynopeHomy
npo6koto-
KpanesbHuueto; no 1
chnakoHy B nauuj 3
KapTOHY

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianis: 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBMI NikapcbkWii 3acib.
KoHTposb rotoBoro fikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpobyBaHHA rOTOBOr0 MiKkapCbKoro
3acoby (aNs NpuBeAeHHS y BigNOBIgHICTb 3 AdY
abo €sponeiicbkolo hapMakoneeo Ta BUTyYEHHS
NMOCUNIaHHS Ha 3acTapinuii BHYTPILLHIA MeToA
BMNPOOYBaHHS i i0r0 HOMEP) - 3MiHU [0 METOAB
KOHTpOst0 13 3a nokazHUKom «MBY», BUTyYEHHs
METOAMKM NPOBEAEHHS aHaUli3y Ta 3a3Ha4yeHHs
nocunaHb Ha 3arasibHi cTarTi EP* gitoue BugaHHs.
MeTopg npoBefeHHs BUNPObyBaHHA Ta KpuTepil
NPUAHATHOCTI HE 3MIHUAKCSA; 3MiHW | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkmii 3aci6. Onuc Ta cknag,
3miHa y cknagi (4OMOMKHUX peyoBMHAaX) roTOBOro
nNiKapcbKoro 3acoby (iHWi 4ONOMDKHI pevyoBUHN) -
3amiHa OfHi€l AONOMDKHOT PEHOBVHU Ha iHLY 3 TUMK
caMMMmn OYHKLOHaNIbHUMMN XapakTepucTukamu Ta
Ha TOMy camMOMy PiBHi -
CynyTHS 3miHa
- 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA roTOBOrO J1ikapCbKoro

6e3
peyenma

UA/1880/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aco06y (iHWi 3MiHK Y MeToax BUNPoGyBaHb
(BKNtovaroUM 3aMiHy abo [ONOBHEHHS));

- 3miHa cknagy 13, a came 3amiHa fOMOMIXKHOT
PEeYOBMHM AeKkaMeTOKCUMH Ha 6e3as1KoHilo xnopug,. Sk
Hacnifok, 3MiHM B cneyudikadii Ta metogax
KOHTPO/I0», & caMe 3aMiHa MeToAy BU3HAYEHHS
[eKaMeTOKCHMHY Ha 6eH3asikoHito xopug 3a
nokasHukamu «lgeHtudikauis» Ta «KinbkicHe
BWU3HAYEHHSA»

218.

DEHA3ENAM®
IC

Tabnetku no 0,001 r
no 10 Tabnetok y
6nicTepi; no 2 abo
no 5 6nictepis y
nauui 3 KapToHy

ToBapucTso 3
[04aTKOBOO
BignoBiganbHICT
0 "IHTEPXIM"

YkpaiHa

ToBapucTBO 3 A0AATKOBO
BIANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [J0 pEECTPAaLiiiHMX MaTepianis: 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBMI NikapcbKWii 3acib.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IIO AKOCTI
roToBOro MikapcbKoro 3acoby (3amiHa abo
[0JaBaHHA AiNbHUL, Ha 5Kl 34iCHIOETBCSA
KOHTPONb/BUNPOBYBaHHSA cepil) - 3amiHa AiNbHULb |,

e NpoBOAUTLCS BUNPOGYBaHHA KOHTPOSIO Cepii : 3
AinbHWUB 3a agpecamm YkpaiHa, 65080, Opecbka
06n., M. Ogeca, Jlloctaopdcbka gopora, 6ya. 86 Ta

YkpaiHa, 65025, m. Ogeca, 21-/ kM. CTapoKUIBCbKOIT

aoporu, 23 Ha AiNbHUL0 3a agpecoto YkpaiHa,
65025, M. Opeca, 21-i km. CTapoKuiBCbKOI foporu,
40-A; 3MiHW | TNy - AOMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOGHMYOI AinbHULi (BKIIOYAKUN
AinbHUU ansa A®l, NPOMXHOro nNpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL Ans
NpoBefileHHA NakKyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpOBefEHHSI KOHTPO/IIO cepii) abo nocTayanbHuKa
BUXiQHOrO Marepiasy, peareHTy abo JONOMIKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y JOCLE) - BUTYUYEHHS
AinbHUUI YkpaiHa, 65080, Ogecbka 061., m.Ogeca,
NMoctpopdicbka fopora, 6ya. 86, Ae 34jCHI0ETLCS
36epiraHHs roToBOI NPOAYKLT, Ta BUSTyYEHHS
iHchopmawii , WoAo MicLe3HaxXoMmKEHHS OPUANYHOT
ocobm

3a
peyenmom

UA/8564/01/02

219.

DEHA3ENAM®
IC

Tabnetku no 0,0025
rno 10 TabneTok y
6nicTepi; no 2
6nicTepu B nauui 3
KapTOHY

ToBapucTso 3
[04aTKOBOIO
BignosiganbHicT
10 "IHTEPXIM"

Ykpaina

ToBapucTBO 3 A0AATKOBOK
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peECTpaLiiiHuX maTepianis: 3MiHN
| Tuny - 3MiHK 3 AKkocTi. FOTOBMI NikapcbkWii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roToBOro NikapCbKOro 3acoby (3amiHa abo
[0[laBaHHA AiNbHULL, Ha 5Kl 3AiACHIOETbLCSA
KOHTPONb/BUNPOGYBaHHSA cepil) - 3amiHa AiNbHULb ,

e NpoBOAUTLCS BUNPOGYBaHHSA KOHTPOSIO cepii : 3
OinbHUUb 3a agpecamn YkpaiHa, 65080, Ogecbka
06n., M. Ogeca, JllocTaopdcbka gopora, 6ya. 86 Ta

YKpaiHa, 65025, m. Ogeca, 21-/ kM. CTapoKUIBCbKOI

3a
peyenmom

UA/8564/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

noporu, 23 Ha AiNbHULI0 3a afpecoro YkpaiHa,
65025, M. Opfeca, 21-i kM. CTapokuiBCbKOI goporu,
40-A; 3miHW | TUNY - AAMIHICTPaTWBHI 3MiHU.
BunyueHHst BUPOGHMYOT AibHULi (BKIHOYAKUN
AinbHuui Ana A®l, npoMixXHOro NpoaykTy abo
rOTOBOrO JliKapCbkoro 3acoby, AiNbHUL Ans
npoBefeHHsA nakyBaHHs, BUPOOHUKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBefeHHSI KOHTPO/IIO cepii) abo nocTavanbHMKa
BMXIZAHOro MaTepiany, peareHTy abo fONOMDKHOI
PEeyvoBUHM (SKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
AinbHUUI YkpaiHa, 65080, Opecbka 061., m.Ogeca,
NMoctpopdicbka fopora, 6ya. 86, Ae 3A4iMCHI0ETbCS
36epiraHHsA roToBOI NPOAYKLIT, Ta BUNYYEHHS
iHchopmawii , WoAo Micue3HaxomKEHHS OPUANYHOT
ocobu

220.

®DEHA3EMNAM®
IC

Tabnetku no 0,0005
r no 10 TabneTok y
6nictepi; no 5
6nicTepiB y nayui 3
KapTOHY

ToBapucTso 3
[0aTKOBOO
BignosiganbHICT
10 "IHTEPXIM"

YkpaiHa

ToBapuCTBO 3 40AATKOBOH

BiANOBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHuX maTtepiasis: 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3acib.
3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo

CTOCYOTbCS BUMYCKY cepii Ta KOHTPOSIO AKOCTi
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHsA AiNbHULL, Ha SKIl 3AiCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - 3amiHa AiflbHULb ,

[e NpoBOANTLCS BUNPOBYBaHHA KOHTPOSIO cepii : 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Ogecbka
06n., M. Ogeca, JliocTaopdhcbka gopora, 6ya. 86 Ta

Ykpaina, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT

noporu, 23 Ha AiNbHULI0 3a afpecolo YkpaiHa,
65025, m. Opgeca, 21-it kM. CTapOKMIBCLKOT AOpOru,
40-A; 3MiHW | TUNY - AAMIHICTPaTWBHI 3MiHU.
BunyyeHHs1 BUPOOHMYOT AiNbHULL (BK/THOUA0UN
AinbHuui Ana A®l, npoMixXHOro NpoaykTy abo
roTOBOrO JlikapCbKoro 3acoby, AinbHULi Ans
npoBefeHHsA nakyBaHHs, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiid, MicLe
NpoBefeHHS1 KOHTPO/IIO cepii) abo nocTavanbHrKa
BMXIZAHOrO MaTepiany, peareHTy abo AOMNOMDKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
AinbHUUI YkpaiHa, 65080, Opecbka 061., m.Ogeca,
NMoctpopdicbka fopora, 6ya. 86, fe 3A4iMCHI0ETbCS
36epiraHHs roToBOI NPOAYKLIiT, Ta BUNYYEHHS
iHchopmawii , WoAo MicLe3HaxomKEHHS OPUANYHOT
ocobu

3a
peyernmom

UA/8564/01/01

221.

®OCDHOMILNHY
TPOMETAMON

NMOPOLLIOK
(cybcTaHuis) B
noagiiHnx
nonieTuIeHoBKX

TOB "TK
"ABpopa”

Ykpaina

I'yiiniHb XBacyH

$apmacstoTikan Ko., Jta,.

Kutai

BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: 3MiHN
| TMny - 3miHa y cneumdikadii nos‘sa3aHa 3i 3MiHaMu
y €Bponeiickkili hapmakonei, 3MiHa BHOCUTLCS
BMK/TIOYHO A/15 MPVMBEAEHHS Y BifMNOBIAHICTb [0

UA/16156/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Millkax gns OHOBJIEHOI MOHOrpadii EBponeicbkoi hapmakoneri,
thapmavueBTUYHOro BW/TYYEHHS TECTY «Bavkki MeTanin»
3aCTOCYyBaHHSA
222. LENCEHTPI™ TabneTku, BKPUTI BiiB Xenckep Benuka Mdpaiizep MeHoek1yprHr HimeyunHa BHECEHHS 3MiH [J0 pEECTPALiiHMX MaTepianis: 3MiHU 3a UA/12992/01/01

nNiBKOBOKO HOK NimiTepq, BpuTaHin [oliuneng MrweXx | TMNYy - 3mMiHa y napameTpax cneundikauii Ta/abo peyernmom

060/10HKOI0, No 150
Mmr no 10 TabneTok y
6nictepi; no 6
6nicTtepiB y
KapTOHHI Kopo6Lyi

OONyCTUMKX MEX, BU3Ha4YeHuX y crneuudikalisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCSA Y npoueci BUpobHuutea AdI -
HOBWI NapameTp Ta rpaHuli (Makcumym 1,25 ppm)
ONs iAeHTUdIKOBaHOI AOMILLIKN
MeTunmeTaHcynboHaty B cneuudikawii BUXigHoro
npoaykty UK-408,026, sikuii BAKOPUCTOBYHOTb A/1A
BMPO6HULTBA ADI; HOBMIA MapamMeTp Ta rpaHuLi
(makcumym 1,25 ppm) ans igeHTndikosaHoi
fomiwkm AueTorigpasugy B cneumdikanii A®l; 3miHm
| TMNy - 3mMiHa BUpOBHUKA BUXiAHOrO/NPOMIXXHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOOHUKa
(BKkovatoumn, ae HeobXxigHO, MicLe NPOBeAEHHS
KOHTPO/H0 5IKOCTi) AD| - BBEAEHHS 4OA4ATKOBOMO
BMPOGHMKa BUxigHoro npoaykty UK-408,026 PCAS,
®paHuis; 3MiHK | TUNY - BUNYYEHHA BUPOBHNYOT
AinbHUUI (BKAOYaoumM AinbHUL ana Adl,
NPOMDKHOrO NPOAYKTY abo roToBOro JliKkapcbKoro
3aco0y, AiNbHULi 418 NPOBEAEHHS NakKyBaHHS,
BMPOGHWKA, BiANOBIfa/IbHOTO 3a BUMYCK Cepili, Micue
NpoBefeHHSI KOHTPO/II0 cepii) abo nocTavanbHyKa
BMXIZAHOrO MaTepiany, peareHTy abo AOMNOMDKHOI
PeyoBUHM - BUAaneHHs BupobHrka A®| mapasipok
Pfizer Ireland Pharmaceuticals, IpnaHgis, sik
HacnifokK BUAANSAETLCA CNOCI6 A OTPUMaHHS
cybCTaHLUil, @ pa3oM 3 HUM — PO3UMHHWKN | peareHTH,
AIKi BUKOpMCTOBYIOTb y Croci6b A. 3i cneumdikauii Ha
Ad| BUAANSETLCA CYNyTHA AOMILLKA p-
TOTyONCcynbGOHOBA KNC/I0Ta OCKINIbKM Liel peareHT
BMKOPVCTOBYIOTb TisIbKV NPU CNOCO6i crHTe3y A.
BunyuyaeTbes 3i cneyudikanii A®| 3anmwikoBmii
PO3UYMHHVKK TeTparigpodypaH, OCKifibk1 Npu cnocobi
CuHTe3y A BiH BUKOPUCTOBYETbCA Ha 4 cTagii. Mpu
cnoco6i cnHTesy b BiH BUKOPUCTOBYETLCS Ha NEpLLiit
CMHTe3y | Mae He3HauHui BMicT B APl Big 10 go 51
ppm, WO cknagae mMmeHwe Hix 10% Big gonycTumoi
KOHUeHTHpauii ICH 720 ppm. BupobHukom
cybcTaHuil 3anuwaetbes n.v. Ajinomoto Omnichem
s.a., benbris; 3miHn | TNy - 3MiHa po3mipy cepii
(Bkntovatoum gianazoHun) A®l abo NPoMiKHOro
NPOAYKTY, SIKM1 3aCTOCOBYETLCS Y NPOLIECi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BMPO6HMLTBA ADI - 36i/IbLLIEHHS KiNIbKOCTI i
BBE/lEHHS fiana3oHy BUXiAHOro npoaykty UK-
453,465, AKuii BAKOPUCTOBYETLCA Ha cTagii 2

BMPOGHMYOro npouecy Ailo4oi PeHOBMHMN Ha N.V.
Ajinomoto Omnichem s.a., benebris.
3anponoHoBaHo: gianasoH 310 kr- 375 kr.
OHOB/EHHA AaHuX OO0 CepefHbOro BUXoay Ha
cTagii 2 3 84% o 89 %. 3miHu BiAgnNoBigalnTb
peanbHOMY npouecy Ha NiANPUEMCTBI; 3MEHLLEHHS
KifibkOCTi BuxigHOro npoaykty UK-453,464, akuii

BMKOPWCTOBYETLCA Ha cTagii 1 BUpobHMYoro
npovecy Aito4oi pevoBrHM Ha Nn.v. Ajinomoto

Omnichem s.a., benbrisi. 3anponoHoBaHo: 395 Kr-
460 kr. OHOBJ/IEHHA AAHUX LLOA0 CepefHbLOoro
BMXoAy Ha cTagii 1 3 91% [0 96 %. 3miHn
BiANOBIAATb peanbHOMY NpoLecy Ha MiaAnpUeEMCTBI;
3MEHLLEHHS KiIbKOCTi BUXigHOTO NpoaykTy UK-

408,026, sikniA BUKOPUCTOBYETLCSA B MPOLECI

BMPOGHMLTBA Ait0H0i pevoBUHU Ha n.v. Ajinomoto
Omnichem s.a., benbrisi. 3anponoHOBaHO: Aiana3oH
240 Kr - 365 kr. OHOBNEHHSA AaHUX LWoa0
cepefHbOro Buxoay Ha cragii 3 3 91% po 80 %.
3MiHV BigNoBigalTb peasibHOMY NpoLecy Ha
nignpYEMCTBI. 3anponoHOBaHi MeXi MOMUIKOBO He
6ynn 3aTBEepAKEHi paHiwe

223.

LUENCEHTPI™

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, No 300
mr no 10 TabneTok y
6nicTepi; no 6
6nictepiB y
KapTOHHI Kopo6Lyi

BiiB Xenckep
tOK NimiTepq,

Benuka
BputaHis

Mdpaiizep MeHroekyypuHr
[oiiuneng MrmeX

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiinHuxX maTtepiasis: 3MiHN
| TNy - 3miHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BUSHAUEHNX Y creundikaLisx Ha
A®dI, ab0 BUXIgHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPMCTOBYHOTbCSA Yy Mpoueci BupobHuutea AdI -
HOBWI1 NnapameTp Ta rpaHuli (Makcumym 1,25 ppm)
ANs iaeHTiKoBaHOT JOMILLKM
MeTunmeTaHcynboHaty B cneyudikawii BUXigHoro
npoaykty UK-408,026, sikuii BAKOPUCTOBYHOTb /1A
BMPOOHULTBA API; HOBWIT NapamMeTp Ta rpaHuLi
(makcumym 1,25 ppm) ans ineHTnduikoBaHol
OoMilwkn AueTorigpasugy B cneuudikauii A®l; 3miHn
| TNy - 3mMiHa BUPOGHMKa BUXIGHOTO/MPOMIXXHOIO
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMpo6HUYOMY npoLeci APl, abo 3miHa BUpOGHMKa
(BKtOYatoun, fe HeobxigHoO, MicLie NPOBeAEHHS
KOHTpOst0 sikocTi) A®I - BBEAEHHS [0AaTKOBOro
BUpo6HMKa BuxigHoro npoaykty UK-408,026 PCAS,
®paHLis; 3MiHW | TUMY - BUNYyYEHHS BUPOOHUYOI
AinbHUUI (BKIOYaoum AinbHuLi ans Adl,
NPOMIXHOr0o NPOAYKTY abo roToBOro Nikapcbkoro
3acoby, AiNbHULi 4718 NPOBEAEHHST NaKyBaHHS,

3a
peyerimom

UA/12992/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1

BMPOGHUWKA, BiANOBiAaILHOTO 3a BUMYCK cepil, MicLe
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTavyanbHUKa
BMXiQHOrO Marepiasny, peareHTy abo JONOMIKHOT
peyoBuHM - BUAANEHHS BUPOGHMKa APl MapaBipok
Pfizer Ireland Pharmaceuticals, IpnaHgisi, sk
HacnifoK BUAAISETLCA Cnocib A OTpMMaHHs
cy6CTaHLil, @ pa3oM 3 HAM — PO3YUHHUKN | peareHTu,
AKi BUKOPMCTOBYIOTb y Crioci6 A. 3i cnevymdikauii Ha
A®| BuganseTbCcs CynyTHS AOMiLLKa p-
ToNyoncynboHOBa KNCI0Ta OCKINbKKN Lieli peareHT
BMKOPWCTOBYIOTb TifIbKV NPU CNOCO6I CUHTE3Y A.
BunyyaeTbes 3i cneyudikanii APl 3anmukoBuia
PO3YMHHUK TeTparigpodypaH, OCKifIbkM Npu cnocoobi
CUHTe3y A BiH BUKOPUCTOBYETLCA Ha 4 cTagii. Mpu
cnocobi cnHTesy b BiH BUKOPMCTOBYETLCS Ha NEpLUIit
CUHTE3Y i Mae He3HauHui BMicT B A®I Big 10 go 51
ppm, WO cknagae mMmeHwe Hix 10% Big gonycTumoi
KOHUeHTHpauii ICH 720 ppm. Bupo6Hukom
cy6cTaHUii 3anmwaeTbes n.v. Ajinomoto Omnichem
s.a., benbrisa; 3miHn | TMny - 3MiHa po3mipy cepii
(Brmrovatoun gianaszonn) A®l abo npomixxHOro
NPOAYKTY, AKUIA 3aCTOCOBYETLCA Y NPOLIEC
BMPOGHULTBA API - 36i/bLUEHHS KINIbKOCTI i
BBEJIEeHHA fiana3oHy BYXigHOro npogykty UK-
453,465, sKuiA BUKOPUCTOBYETLCA Ha cTagii 2
BMPOBHMYOro NPOLECY Ai4O0T PEYOBVHN Ha N.V.
Ajinomoto Omnichem s.a., benbris.
3anponoHoBaHo: giana3oH 310 kr- 375 kr.
OHOB/EHHSA AaHNX LWOAO cepefHbOro BUXoay Ha
cTagji 2 3 84% po 89 %. 3MiHK BiANOBIZAIOTb
peanbHOMyY npouecy Ha NiANPUEMCTBI; 3MEHLLEHHS
KinbKocTi BuXigHOro npopykty UK-453,464, akuii
BMKOPWCTOBYETbLCA Ha cTagii 1 BUpobHNYOro
npouecy Aityoi pevyoBuHU Ha n.v. Ajinomoto
Omnichem s.a., Benbria. 3anponoHosaHo: 395 kr-
460 kr. OHOBJ/IEHHA AaHUX LWOA0 CepefHbOoro
BUXxoAy Ha ctagii 1 3 91% 0 96 %. 3MiHu
BiANOBIAAOTb peasibHOMY MpoLEecy Ha NiANPUEMCTBI;
3MEHLLEHHS Ki/TbKOCTi BUXigHOro npoaykty UK-
408,026, siKNiA BUKOPUCTOBYETLCSA B MPOLECI
BMPOGHMLTBA Ail040I Pe4oBUHU Ha n.v. Ajinomoto
Omnichem s.a., Benbris. 3anponoHoBaHo: gjiana3oH
240 Kr - 365 kr. OHOBNEHHA faHUX LWoao
cepefHbOro BUxoay Ha cragii 3 3 91% fo 80 %.
3MiHM BigNoBigaloTb peasibHOMY NpoLiecy Ha
nigNpUeMCTBI. 3anponoHOBaHi MexXi MOMUIKOBO He

6yNu 3aTBEPPKEHI paHille
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
224. LUENb T Tabnetku, no 50 Bionoriwe HimeyunHa Bionoriwe Xainbmittenb HimeyunHa BHECEHHS 3MiH [J0 peeCTpaLiiiHMX maTepianis: 3MiHU 6e3 UA/0020/02/01
Tabnetok y XalinbmitTenb Xeenb M'm6X | Tuny - 3miHa ymoB 36epiraHHs Acidum thiocticum peyenma
KOHTeWHepi Xeenb M'm6X D1 TRIT; 3miHu | Tuny - 3miHa y cneuudikauii anis
noninponizieHoBoMmy, BuxigHoro matepiany Acidum thiocticum, 3okpema:
no 1 KoHTelHepy y 3amiHa MoHorpadii KoMnaHii Ha MoHorpadito €Bp.
KOpOO6Li 3 KAPTOHY dapm.; 3MiHW | TUMY - BHECEHHS 3MiH A0
Crieundpikauii/MeToay BUNpo6yBaHHA 3a
nokasHunkoM "KifibkicHe BU3HAYEHHSA" ANs AjtoYoi
peyoBuHM Natrium diethyloxalaceticum trituration
D1, 30kpema: npuBeAeHHs Y BIiANOBIAHICTb A0 Eh.
Eur. 2.2.20.
225. LE®PAKCOH NOPOLLOK AN1s ToniH Nimiteq, IHgis Tionin Nliviteq, IHais BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasis: 3MiHN 3a UA/9108/01/01
PO34MHY ANS iH'EKLi | TMNy - AAMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 1r; 1 cpnakoH 3 HalilmeHyBaHHs Ta/abo agpecu Micusa NPOBamXEHHS
NOPOLLKOM Y AiSNIbHOCTI BUPO6HUMKa/iMnopTepa rotoBoro
KapTOHHI ynakoBLi niKapcbKoro 3acoby, BKIOYAUM AiNTbHULL BUMYCKY
cepii abo micLe NpoBeAEeHHSI KOHTPOJIHO SKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPoGHMK/iMnopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa agpecu MicLUs NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
6€e3 3MiH1 Micus BUpOGHMLTBA.
226. LLEE®PAKCOH NOPOLLIOK A/1A NMonin Nimiteq IHAjs NMonin NMimiteq IHAis BHECEHHS 3MiH [0 peecTpaliiiHuxX maTepiasis: 3MiHN 3a UA/9108/01/01
PO34YMHY ANS iH'EKLi | TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom

no 1r; 1 donakoH 3
NOPOLLKOM Y
KapTOHHI ynakoBLi

thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAiEHHA y3araslbHeHUX AaHuX Npo cuctemy
hapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkiyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
yMOBHOBaXEHOT 0cobu 3asBHMKa. MponoHoBaHa
pefakuis:

Shahnawaz Ibrahim. 3miHa KOHTaKTHOT 0CO6M
3asBHMKa. [NponoHoBaHa pefakuis: 3iHYeHKO
NMogmuna BanepiiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOT 0CO6M. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0co6u. 3MiHa Micus 34iiCHEeHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
HOMepy Ta agpecu macTep-aiina cuctemm
hapmakoHarsgy 3asBHUKa
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HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
pisnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm T.M. 1AcKoBCbKUI



NEPENIK

Aopartok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

11.01.2019 Ne 81

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONIOTYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

DOPTE

BariHasibHi no 7
CynosunTopiiB y
6nicTepi B KAPTOHHIl
Kopobui

C.J.

Be TimkapeT AHOHIM
LWipkeTi

Big 06.12.2018

Ne Ha3ssa snikapcbko20 ®dopma sBUnycKy 3assBHUK KpaiHa Bupo6HUK KpaiHa lliocmasa lMpoyedypa
n/n 3acoby
1. HEO-NEHOTPAH® cynosuTopii EkcenTic Xencke IcnaHis Ekcentic lnay CaHai | TypeuyunHa 3acigaHHa HTP Ne 46 BigmoBuUTN Yy 3aTBepa)XeHHi - BUMNpPaB/IeHHA

TEXHIYHOI nomwnku, sika Gyna ponywieHa npu
peecTpavuii nikapcbkoro 3acoby, npu nepeHeceHHi
iHchopmauii 3 maTepianiB peecTpauiiHoro A0Cbe
(po3gin 3.2.S.2.1.) y MeToAax KOHTPOSO SKOCTI

nikapcbkoro  3acoby p. "Cknag",  OCKinbku
3a3HayeHe BUMPaB/IEHHSA He Bignosigae
MaTepianam peecTpauiiiHoro [ocbe AKi

npeacTaB/ieHi B apXiBHUX MaTepiasiax

HavanbHuK Bigainy 3 nutaHb dpapmaneBTUYHOI
BIANbHOCTI lenapTamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIacKOBCbKUM
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